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 140 

SUBPART A:  GENERAL 141 

 142 

Section 450.5  Scope and Applicability  143 
 144 

a) This Part provides regulatory oversightThe major thrust of this regulatory scheme 145 

is to require some form of regulation of all entities, licensed (certified) pursuant to 146 

42 CFR 493, that perform analysis of human specimens for health assessment or 147 

to diagnose, prevent or treat disease.under the following five stage classification 148 

scheme:  149 

 150 

1) Exempt Laboratory;  151 

 152 

2) Class I Permit Laboratory;  153 

 154 

3) Class II Permit Laboratory;  155 

 156 

4) Class III Permit Laboratory;  157 

 158 

5) Licensed Laboratory.  159 

 160 

b) All certified CLIA laboratories will be regulated as one of these five levels of 161 

classification as set forth in 42 CFR 493 and described in the State Operations 162 

Manual (Appendix C – Survey Procedures and Interpretive Guidelines for 163 

Laboratories and Laboratory Services), issued by the Department of Health and 164 

Human Servicesdepending upon the tests they conduct, the source of the 165 

specimens, and organizational structure. Each of these levels, except exempt 166 

laboratories, has regulatory requirements concerning the qualifications of the 167 

laboratory director, qualifications of laboratory personnel, proficiency testing and 168 

quality control as set forth in this Part. (See Appendix C).  169 

 170 

1) Exempt Laboratory  171 

 172 
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A) In order to qualify as an exempt laboratory, the laboratory must 173 

meet the definition of a "Class I Permit" laboratory and only 174 

conduct those tests specified in the regulations. As set forth in the  175 

Illinois Clinical Laboratory Act (Ill. Rev. Stat. 1989 and 1990 176 

Supp., ch. 111½, par. 621 et seq.) ("the Act") and this Part, an 177 

exempt laboratory can be any "single practice of medicine, 178 

podiatry or dentistry" which owns and operates a laboratory 179 

exclusively for its patients, or a local health authority or designated 180 

agency which owns and operates a laboratory for its own clients or 181 

patients, at stated locations when testing is limited to tests which 182 

are set forth in Section 450.35(a).  183 

 184 

B) If an exempt laboratory conducts tests other than those listed it 185 

must seek another level of classification. Furthermore, health 186 

screening activities under Section 1-103 and 2-120 of the Act may 187 

be conducted by laboratories at locations other than the location or 188 

locations set forth in the permit or licensure application, however 189 

such health screenings must be conducted in accordance with 190 

Sections 450.1300, 450.1310, 450.1320, and 450.1330. An Exempt 191 

Laboratory is not exempt from the provisions of this Part 192 

concerning health screening.  193 

 194 

C) The Department expects physicians, podiatrists, dentists, local 195 

health authorities, and designated agencies to qualify as exempt 196 

laboratories.  197 

 198 

2) Class I Laboratory  199 

 200 

A) As set forth in this Part, a "Class I Permit" laboratory can be any 201 

"single practice of medicine, podiatry or dentistry" which owns 202 

and operates a laboratory exclusively for its patients or a local 203 

health authority or designated agency which owns and operates a 204 

laboratory for its own clients or patients at stated locations when 205 

testing is limited to simple tests and those tests or categories of 206 

tests set forth by regulations as defined of this Part. Some or all 207 

testing may be done by a laboratory assistant under the direction of 208 

the physician, podiatrist or dentist.  209 

 210 

B) The "Class I Permit" laboratory must obtain a permit annually 211 

from the Department. Generally, the other major requirements are 212 

as follows:  213 

 214 

i) the minimum level for the qualifications of the laboratory 215 
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director include any physician (M.D., D.O., or D.C.), 216 

dentist, podiatrist, or person with at least a master's degree 217 

with a major in chemical or biological sciences.  218 

 219 

ii) the minimum level for the qualifications of laboratory 220 

personnel include a laboratory assistant. Section 450.450 of 221 

this Part specifies that a laboratory assistant is any person 222 

who meets the education and experience requirements set 223 

by the laboratory director.  224 

 225 

iii) the minimum level of proficiency testing requires 226 

proficiency testing for all tests conducted by the laboratory 227 

when available from an approved proficiency testing 228 

service.  229 

 230 

iv) the minimum level of quality control requires such testing 231 

for all tests conducted by the laboratory.  232 

 233 

C) The Department expects physicians, podiatrists, dentists, local 234 

health authorities, and designated agencies to seek "Class I Permit" 235 

Laboratory status. Health screening activities under Section 1-103 236 

and 2-120 of the Act may be conducted by class I laboratories at 237 

locations other than the location or locations set forth in the permit 238 

or licensure application, however such health screenings must be 239 

conducted in accordance with Sections 450.1300, 450.1310, 240 

450.1320, and 450.1330 of this Part.  241 

 242 

3) Class II Laboratory  243 

 244 

A) As set forth in this Part, a "Class II Permit" laboratory can be any 245 

laboratory at a stated location operated and maintained exclusively 246 

for the patients of physicians, podiatrists or dentists at that location 247 

and who own the laboratory or are employed by the owner, or a 248 

local health authority or designated agency which owns and 249 

operates a laboratory for its own clients or patients or for clients or 250 

patients of other local health authorities or designated agencies at 251 

stated locations.  252 

 253 

B) The "Class II Permit" laboratory must obtain a permit annually 254 

from the Department. Generally, the other major requirements are 255 

as follows:  256 

 257 

i) the minimum level for the qualifications of the laboratory 258 
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director includes a physician licensed to practice medicine 259 

in all of its branches, or a person with at least a master's 260 

degree with a major in chemical or biological sciences.  261 

 262 

ii) the minimum level for the qualifications of laboratory 263 

personnel includes a laboratory technician. Section 450.440 264 

of this Part specifies that a laboratory technician is any 265 

person who completes at least 60 hours of academic credit 266 

including chemistry and biology, a high school graduate 267 

who has completed a 1 year accredited training program, or 268 

a high school graduate who has completed an official 269 

military medical laboratory procedures course of at least 50 270 

weeks.  271 

 272 

iii) the minimum level of proficiency testing requires 273 

proficiency testing for all tests conducted by the laboratory.  274 

 275 

iv) the minimum level of quality control requires such testing 276 

for all tests conducted by the laboratory.  277 

 278 

C) The Department expects physicians, local health authorities, and 279 

designated agencies to seek "Class II Permit" laboratory status. 280 

Health screening activities under Section 1-103 and 2-120 may be 281 

conducted by class II laboratories at locations other than the 282 

location or locations set forth in the permit or licensure application, 283 

however such health screenings must be conducted in accordance 284 

with Sections 450.1300, 450.1310, 450.1320, and 450.1330.  285 

 286 

4) Class III Laboratory  287 

 288 

A) As set forth in this Part, a "Class III Permit" laboratory can be any 289 

laboratory which is operated and maintained exclusively for the 290 

purposes of conducting health screening tests by a person, 291 

corporation, organization, association or group directly or 292 

indirectly on a for profit basis. The health screening tests are listed 293 

as glucose and cholesterol by fingerstick in this Part.  294 

 295 

B) The "Class III Permit" laboratory must obtain a permit annually 296 

from the Department and must comply with Sections 450.1300, 297 

450.1310, 450.1320, and 450.1330. The "Class III Permit" 298 

laboratory has no other regulatory requirements. Generally, the 299 

other major requirements are as follows:  300 

 301 
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i) the minimum level for the qualifications of the laboratory 302 

director include a physician licensed to practice medicine in 303 

all of its branches, or a person with at least a master's 304 

degree with a major in chemical or biological sciences.  305 

 306 

ii) the minimum level for the qualifications of laboratory 307 

personnel include a laboratory assistant or laboratory 308 

technician.  Section 450.450 of this Part specifies that a 309 

laboratory assistant is any person who meets the education 310 

and experience requirements set by the laboratory director.  311 

Section 450.440 of this Part specifies that a laboratory 312 

technician is any person who completes at least 60 hours of 313 

academic credit including chemistry and biology, a high 314 

school graduate who has completed a 1 year accredited 315 

training program, or a high school graduate who has 316 

completed an official military medical laboratory 317 

procedures course of at least 50 weeks.  318 

 319 

iii) the minimum level of proficiency testing requires 320 

proficiency testing for all tests conducted by the laboratory.  321 

 322 

iv) the minimum level of quality control requires such testing 323 

for all tests conducted by the laboratory.  324 

 325 

C) The Department expects corporations and groups to seek "Class III 326 

Permit" laboratory status.  327 

 328 

c5) Licensed (Certified) Laboratory  329 

 330 

1A) As set forth in this Part, a "licensedLicensed" laboratory is acan be any 331 

laboratory certified by the Department under the standards set forth in 332 

CLIA laws and regulations (CLIA Law) to accept and test clinical 333 

humanat a stated location regardless of ownership which accepts 334 

specimens from a person, authorized by law in accordance with Article 335 

VII of the Actto submit such specimens when testing is limited to that 336 

which is within the qualifications of the Director as set forth in this Part.  337 

 338 

2B) The licensed"Licensed" laboratory shall maintain certification status in 339 

good standing as required by CLIA Law.must obtain a license annually 340 

from the Department. Generally the other major requirements are as 341 

follows:  342 

 343 

i) the minimum level for the qualifications of the laboratory 344 
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director includes a physician licensed to practice medicine 345 

in all its branches who is Board certified or eligible or who 346 

possesses acceptable qualifications as set forth in this Part, 347 

or a person with at least a master's degree with a major in 348 

chemical or biological sciences.  349 

 350 

ii) the minimum level for the qualifications of laboratory 351 

personnel include a general supervisor. Section 450.410 of 352 

this Part specifies that a general supervisor may be any 353 

physician with additional qualifications, a medical 354 

technologist, a person with a master's degree in medical 355 

laboratory science or other similarly qualified individuals.  356 

 357 

iii) the minimum level of proficiency testing requires 358 

proficiency testing for all tests conducted by the laboratory.  359 

 360 

iv) the minimum level of quality control requires such testing 361 

for all tests conducted by the laboratory.  362 

 363 

dC) PhysiciansThe Department expects physicians, corporations, individuals, local 364 

health authorities, and others that intend to conduct clinical tests on human 365 

specimens for health assessments or to diagnose, prevent or treat disease shall 366 

obtain certification status by the Department in accordance with CLIA Lawto 367 

seek "Licensed" Laboratory status. Health screening activities under Section 1-368 

103 and 2-120 of the Act may be conducted by a certifiedlicensed laboratory at its 369 

certificate address locations; other than the location or locations set forth in the 370 

permit or licensure application, however, such health screeningscreenings events 371 

shallmust be conducted in accordance with Sections 450.1300, 450.1310, 372 

450.1320, and 450.1330.  373 

 374 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 375 

 376 

Section 450.10  Definitions  377 
 378 

"Accredited Institution" or "Accredited College or University" means a college or 379 

university located in the United States which has been accredited by one of the 380 

regional accreditation programs recognized by the U.S. Office of Education or a 381 

college or university located outside the United States where the individual 382 

provides documentation that his/her education is equivalent to that provided in the 383 

United States by: documenting that the foreign degree has been accepted by an 384 

accredited institution in the United States at which the person is or was enrolled in 385 

a graduate program; or having his/her credentials evaluated by the Credentials 386 

Evaluation Service, Inc., Los Angeles, California.  387 
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 388 

"Act" or "Clinical Laboratory Act" − means the Illinois Clinical Laboratory and 389 

Blood Bank ActIllinois Clinical Laboratory Act (Ill. Rev. Stat. 1987, ch. 111½, 390 

par. 621 et seq., as amended by P.A. 85-1025, effective June 30, 1988; P.A. 85-391 

1202, effective August 25, 1988, and P.A. 85-1251 effective August 30, 1988.).  392 

 393 

"Approved Clinical Laboratory" − a laboratory certified under the Clinical 394 

Laboratory Improvement Amendments (CLIA) of 1988means a clinical 395 

laboratory – (with a director at the doctoral level) – of a hospital, health 396 

department, university, or medical research institution; or a clinical laboratory 397 

having a license or class II permit under the Illinois Clinical Laboratory Act; or a 398 

blood bank licensed under the Blood  Bank Act; or a clinical laboratory licensed 399 

under the Clinical Laboratories Improvement Act of 1967; or, a clinical laboratory 400 

approved under 42 CFR 405, Subpart M effective September 30, 1977.  401 

 402 

"Blood Bank Act" means the Illinois Blood Bank Act, (Ill. Rev. Stat. 1987, ch. 403 

111½, pars. 601-101 et seq.)  404 

 405 

"Class I Permit" means a permit issued to a single practice of medicine, podiatry 406 

or dentistry to own and operate a clinical laboratory at stated locations 407 

exclusively for the patients or the members of that practice, and is limited to 408 

simple tests and those tests or categories of tests set forth by the regulations 409 

promulgated pursuant to this Act; or a permit issued to a local health authority or 410 

designated agency to own and operate a clinical laboratory at stated locations 411 

without acceptance of referred testing, and is limited to those tests or categories 412 

of tests set forth by regulations promulgated pursuant to this Act. (Section 2-108 413 

of the Act)  414 

 415 

"Class II Permit" means a permit issued to the owner of a clinical laboratory at a 416 

stated location in which the laboratory is operated and maintained exclusively for 417 

the patients of the physicians, podiatrists or dentists who practice at that location 418 

and who own the laboratory or are employed by the owner; or  419 

 420 

A permit issued to a local health authority or designated agency to own 421 

and operate a clinical laboratory at stated locations and at which referred 422 

testing may be accepted from other local health authorities or designated 423 

agencies; or  424 

 425 

A clinical laboratory which fits the definition of a Class I Permit 426 

Laboratory but performs more complex tests than those under a Class I 427 

Permit.  428 

 429 

Tests performed by a laboratory holding a Class II Permit shall be limited to 430 
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those tests or categories of tests set forth in the regulations promulgated pursuant 431 

to this Act. (Section 2-109 of the Act)  432 

 433 

"Class III Permit" means a permit issued to the owner of a clinical laboratory 434 

which is operated and maintained exclusively for the purpose of conducting 435 

health screening tests by a person, corporation, organization, association or 436 

group which provides health screening services in accordance with provisions of 437 

Section 2-120 either directly or indirectly on a for-profit basis. (Section 2-100 of 438 

the Act)  439 

 440 

"CLIA Law" – the Clinical Laboratory Improvement Amendments of 1988 441 

(amendments to the Public Health Service Act (42 USC 263a)) and the related 442 

federal regulations.  Establishes quality standards for laboratory testing performed 443 

on specimens from humans, such as blood, body fluid, and tissue, for the purpose 444 

of diagnosis, prevention, or treatment of disease, or of assessment of health. 445 

 446 

"Clinical Laboratory" or "Laboratory" − means a facility which performs 447 

laboratory tests or issues reports resulting from such tests.  For the purposes of 448 

this Part, "Clinical Laboratory" or "Laboratory" does not include forensic 449 

laboratories.  (Section 2-103 of the Act)  450 

 451 

"Complex Test" means any test which does not meet the definition of a simple test. 452 

(Section 2-119 of the Act).  453 

 454 

"Controlled Substance" − means a drug, substance, or immediate precursor as 455 

defined in the Illinois Controlled Substances Act.Illinois Controlled Substance 456 

Act (Ill. Rev. Stat. 1987, ch. 56½, pars. 1100 et seq., as now and hereafter 457 

amended.)  458 

 459 

"Dental Practice Act" means The Illinois Dental Practice Act (Ill. Rev. Stat. 1987, 460 

ch. 111, par. 2301 et seq., as now and hereafter amended.)  461 

 462 

"Demonstration of Proficiencyproficiency" − means the when a laboratory meets 463 

the standards for acceptable proficiency testing as stated in Section 450.720(a)(f) 464 

by means of on site analysis of specimens sent to the laboratory by agencies 465 

approved by the Department for that purpose.  466 

 467 

"Department" − means the Department of Public Health of the State of Illinois.  468 

(Section 2-105 of the Act)the Illinois Department of Public Health.  469 

 470 

"Designated Agency" means an association, organization, group or agency which 471 

operates a clinical laboratory for the purpose of meeting the requirements of a 472 

state or federal program. (Section 2-122 of the Act).  473 
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 474 

"Director" – the Director of the Department of Public Health. 475 

 476 

"Director of Clinical Laboratory" or "Laboratory Director" – an individual who 477 

administers the technical and scientific operation of a clinical laboratory, 478 

including the reporting of the findings of clinical laboratory tests.  (Section 2-104 479 

of the Act) 480 

 481 

"FDA" − Food and Drug Administration within the United States Department of 482 

Health and Human Services (HHS). 483 

 484 

"Full-time Experienceexperience" − means experience in the field being referred 485 

to consisting of at least 35 hours per week conducting activities required by the 486 

specific position or field such as conducting the tests referred to in Section 2-103 487 

of the Act.  488 

 489 

"Health Screening" – tests or categories of tests set forth in the Act and this Part 490 

that are performed for the purpose of assessing a phase of the general state of 491 

health of human subjects  (Section 2-120 of the Act). 492 

 493 

"HHS" – the United States Department of Health and Human Services. 494 

 495 

"Hospital Licensing Act" means the Hospital Licensing Act (Ill. Rev. Stat. 1987, 496 

ch. 111½, pars. 142 et seq., as now and hereafter amended.)  497 

 498 

"License" means a license issued to the owner, local health authority or 499 

designated agency or person to operate a clinical laboratory at a stated location 500 

to accept specimens from any person authorized to submit such specimens under 501 

this Act, with test limitations based upon the qualifications of the Director as set 502 

forth by the regulations promulgated pursuant to this Act. (Section 2-111 of the 503 

Act).  504 

 505 

"Licensed Clinical Laboratory" – laboratory licensed (certified) by the Centers for 506 

Medicare & Medicaid Services (CMMS) in accordance with CLIA. 507 

 508 

"Local Health Authority" means the full-time, official health department or Board 509 

of Health, as recognized by the Department, which has jurisdiction over a 510 

particular geographical area. (Section 2-121 of the Act).  511 

 512 

"Medical Practice Act" means the "Medical Practice Act of 1987" (Ill. Rev. Stat. 513 

1987, ch. 111, pars. 4401-1 et seq., as now and hereafter amended.)  514 

 515 

"Minor Test" means any uncomplicated laboratory examinations and procedures 516 

https://searchhealthit.techtarget.com/definition/Health-and-Human-ServicesHHS
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which the Director of the Department determines have an insignificant risk of 517 

erroneous result including those which have been approved by the United States 518 

Food and Drug Administration for home use, which employ methodologies that 519 

are so simple and accurate as to render the likelihood of erroneous results 520 

negligible. Tests determined by the Director to be "minor" and permissible for a 521 

Registration class laboratory are set forth in Section 450.35(a).  522 

 523 

"Physician" − means, unless otherwise indicated in thethis Act and this Part, a 524 

person licensed by the Department of Professional Regulation, pursuant to the 525 

requirements of the Medical Practice Act of 1987; (i.e., a physician licensed to 526 

practice medicine in all its branches and a chiropractic physician) or a person 527 

licensed as a physician under the laws of another state or territory of the United 528 

States. (Section 2-116 of the Act).  529 

 530 

"Podiatry Act" means Podiatric Medical Practice Act of 1987 (Ill. Rev. Stat. 1987, 531 

ch. 111, pars. 4801 et seq., as now and hereafter amended.)  532 

 533 

"Prepackaged Reagent AnalyzerAnalyser" − means an automated instrument in 534 

which a specimen or a diluted specimen is reacted with reagents contained within 535 

individual packet(s) containing all of the measured reagents required for the 536 

analysis for a given analyte.  537 

 538 

"Proficiency Testing" means a program for monitoring laboratory performance 539 

on a periodic basis which is adopted or approved by the Department. (Section 1-540 

123 of the Act.)  541 

 542 

"Simple Test" means a test or categories of tests which generally have the 543 

following characteristics:  544 

 545 

Interpretation of a visual signal by pattern recognition, color definition or 546 

numeric information using an established control example which can be 547 

observed directly by the operator and requires no manipulation or 548 

interpolation by the operator to derive a result; or  549 

 550 

The use of simple addition, subtraction, multiplication or division; or  551 

 552 

The use of manufacturer-prepared reagents or solutions which are 553 

combined without requiring numerous (i.e. no more than five sequential 554 

steps which should not include sample acquisition or sample preparation 555 

such as centrifuge to obtain serum) specific calibrated volume 556 

measurements or sequential applications.  557 

 558 

In addition, the following considerations are used to determine if a test or test 559 
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procedure meets the definition of Simple Test:  the examinations and procedures 560 

performed and the methodologies employed, the degree of independent judgment 561 

involved, the amount of interpretation involved, the difficulty of the calculations 562 

involved, the calibration and quality control requirements of the instruments used, 563 

the type of training required to operate the instruments used in the methodology, 564 

and such other factors as the Director considers relevant.  565 

 566 

Interpretation of the types of tests or categories of test which meet this definition 567 

shall be determined by the Department in consultation with the Clinical 568 

Laboratory and Blood Bank Advisory Board established by Section 5-101 of the 569 

Act. (Section 2-118 of the Act).  570 

 571 

The Department will compile a list of tests and test procedures which it 572 

determines meets the definition of a simple test. Such compilation will be 573 

available upon request and updated annually.  574 

 575 

"Single Practicepractice" − means a medical, dental or podiatric practice, or a 576 

partnership, professional service corporation, or medical corporation of one or 577 

more licensed practitioners who share facilities, personnel, income and expenses 578 

for a clinical laboratory that is used solely as an adjunct to the care of patients of 579 

the members of the single practice.  580 

 581 

"Test" − means laboratory examinations and issuance of reports resulting from 582 

the biological, microbiological, serological, chemical, immunohematological, 583 

radioimmunological, hematological, biophysical, cytological, pathological, 584 

toxicological or other examination of materials derived from the human body for 585 

the purposes of providing information for the diagnosis, prevention or treatment 586 

of any disease or impairment of, or the assessment of, the health of humans 587 

including determining drug use by humans. (Section 2-117 of the Act).  588 

 589 

"Toxicology Laboratory" − means a licensed laboratory thatwhich performs tests 590 

to detect drug abuse in the workplace, among job applicants, or for other similar 591 

purposes.  592 

 593 

"Waived Test" – a test system, assay or examination that HHS has determined 594 

meets the CLIA statutory criteria as specified for waiver under Section 353(d)(3) 595 

of the Public Health Service Act that has been determined to be so simple as to 596 

pose no risk of harm if performed incorrectly. 597 

 598 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 599 

 600 

Section 450.20   Permit and License (Certification) Application  601 
 602 



  JCAR770450-2003073r02 

 

 

a) A laboratory that is required to obtain a license or permit pursuant to this Act by 603 

July 1, 1989, but was previously exempt from such requirement, shall submit an 604 

application to the Department, but will have until December 31, 1989, to comply 605 

with this requirement.  Any such laboratory which complies with this deadline 606 

will be permitted to continue operation until receipt of a permit or license or 607 

notice of denial of application for a permit or license from the Department.   608 

(Section 3-103(b) of the Act)  609 

 610 

ab) All applications shall be submitted on forms provided by the Department, shall be 611 

notarized, and shall include all information requested on the form.  612 

 613 

bc) If during the calendar year in which the licensed (certified) providerlicense, 614 

permit, or renewal thereto has been issued there is a change of owner, location, or 615 

name of the laboratory, the Department shall be notified of the change in writing 616 

within 30 days following the change by one of the following methods:prior to 617 

such change. 618 

 619 

1) U.S. Mail to:  Illinois Department of Public Health, Office of Health Care 620 

Regulation, Division of Health Care Facilities and Programs, 525 West 621 

Jefferson Street, Fourth Floor, Springfield, Illinois 62761; or 622 

 623 

2) Facsimile to:  217-782-0382, attention:  Division of Health Care Facilities 624 

and Programs. 625 

 626 

d) If the license or permit is to be issued to two or more persons who are co/owners, 627 

all such persons shall be identified upon the application for license or permit or 628 

renewal of license or permit and all such persons shall sign such application and it 629 

shall be notarized. 630 

 631 

e) An application for a license or permit, where the owner is a corporation, shall 632 

clearly disclose the names of all persons owning 5% or more of the shares of the 633 

corporation. A duly authorized officer of the corporation shall sign the application 634 

and it shall be notarized. 635 

 636 

cf) The description of the program shall be provided in sufficient detail to permit the 637 

Department to determine the fields of science represented by the services of the 638 

laboratory and the tests which may fall within the scope of its program and 639 

services.  640 

 641 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 642 

 643 

Section 450.30  Laboratories Covered  644 
 645 
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The following are required to be licensed (certified) pursuant to CLIA Law:  646 

 647 

a) All clinical laboratories and blood banks located within the State of Illinois.  This 648 

includes facilities that issue reports resulting from laboratory examinations, but do 649 

not perform laboratory examinations at that facility. (See Section 2-103 of the 650 

Act.)  651 

 652 

b) Laboratories located in hospitals licensed under the Hospital Licensing Act that 653 

are not operated by the governing authority of the hospital, including laboratories 654 

operating under a lease arrangement with another person or entity.  655 

 656 

c) Laboratories outside of Illinois receiving specimens referred from laboratories 657 

located in Illinois shall be certified under CLIA Law, or certified by, and in good 658 

standing with, their state laboratory program. 659 

 660 

a) This Section provides references to help understand the differences among these 661 

laboratories. The Department assigns an identification number to a laboratory at 662 

the time of license or permit application. This number is only for purposes of 663 

filing material for that laboratory in the Department. Such identification number is 664 

not a license or permit. A license or permit is issued only after an inspection of 665 

the facility finds compliance with all pertinent requirements, except for a class I 666 

permit laboratory where an inspection is not required.  667 

 668 

1) An exempt laboratory meets the criteria set forth in Section 1-103(c) of the 669 

Act, and Sections 450.30(c)(3) and 450.35(a) of this Part.  670 

 671 

2) A class I permit laboratory meets the criteria set forth in Section 2-108 of 672 

the Act; Section 6-101(2)(a) of the Act; and Sections 450.30(b) and 673 

450.35(b) of this Part.  674 

 675 

3) A class II permit laboratory meets the criteria set forth in Section 2-109 of 676 

the Act; Section 6-101(2)(b) of the Act; and Sections 450.30(b) and 677 

450.35(c) of this Part.  678 

 679 

4) A class III permit laboratory meets the criteria set forth in Section 2-110 680 

of the Act; Section 6-101(2)(c) of the Act; and Sections 450.30(b) and 681 

450.35(d) of this Part.  682 

 683 

5) A licensed laboratory meets the criteria set forth in Section 2-111 of the 684 

Act; Section 6-101(2)(d) of the Act; and Sections 450.30(b) of this Part 685 

with no testing limitations, provided the director qualifies. 686 

 687 

b) The following are required to obtain a permit or be licensed pursuant to the Act:  688 
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 689 

1) All clinical laboratories and Blood Banks located within the State of 690 

Illinois except as otherwise provided in Section 450.30(c). This includes 691 

facilities that issue reports resulting from laboratory examinations, but do 692 

not perform laboratory examinations at that facility. (See Section 2-103 of 693 

the Act).  694 

 695 

2) Laboratories located in hospitals licensed under the Hospital Licensing 696 

Act but where the laboratory is not operated by the governing authority of 697 

such hospital, including laboratories operating under a lease arrangement 698 

with another person or entity.  699 

 700 

3) Laboratories outside of Illinois receiving specimens referred from 701 

laboratories located in Illinois that are required to obtain a license or 702 

permit under this Act. 703 

 704 

c) The following are not required to obtain a permit or be licensed under the Clinical 705 

Laboratory Act:  706 

 707 

1) Clinical laboratories operated by the United States Government.  708 

 709 

2) Clinical laboratories located in hospitals licensed under the Hospital 710 

Licensing Act that are under the control of the governing board of such 711 

hospitals owned by the exact same entity identified as owner/operator of 712 

the hospital as indicated on the last hospital license application filed with 713 

the Department; located at the same site and contiguous with the hospital; 714 

subject to the regulations and hospital by-laws; and where the entity which 715 

receives payment for the laboratory services is the same entity that owns 716 

the hospital.  717 

 718 

3) Exempt Laboratories:   Laboratories which fit the definition of Class I 719 

Permit Laboratories but perform a small number of minor tests as 720 

compared to other Class I Permit Laboratories as set forth by regulations 721 

promulgated  pursuant to this Act (See Section 450.35(a)), or any tests 722 

performed by the physician, podiatrist or dentist for the benefit of his or 723 

her patients, do not require a license or permit.  (See Section 1-103(c) of 724 

the Act).  725 

 726 

4) Laboratories which only perform health screenings in accordance with 727 

Section 2-120 of The Act and Sections 450.1300, 450.1310, 450.1320, and 728 

450.1330 of this Part, on a not-for-profit or free-of-charge basis are 729 

exempt from all other provisions of this Act. (Section 1-103(d) of the Act)  730 

 731 
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5) Law enforcement agencies and probation and court services departments 732 

performing urinalysis and blood tests to determine drug and alcohol use 733 

by humans. (Section 1-103(e) of the Act)  734 

 735 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 736 

 737 

Section 450.35  Testing Limitations for Exempt, Permit and Licensed Laboratories 738 

(Repealed)  739 
 740 

This Section explains the tests as defined in Section 2-117 of the Act which can be performed by 741 

each of the laboratories regulated by the Act. 742 

 743 

a) Exempt Laboratories as defined in Section 1-103(c) of the Act may perform the 744 

following tests:  745 

 746 

1) Specific tests and test procedures permissible are the following:  747 

 748 

A) Urinalysis measured by the use of a chemically impregnated strip 749 

(dipstick) or tablet;  750 

 751 

B) Hematocrit by centrifugation;  752 

 753 

C) Occult blood;  754 

 755 

D) Urine pregnancy testing (semi-quantitative chorionic 756 

gonadotropin);  757 

 758 

E) Hemoglobin;  759 

 760 

F) Red Blood Cell (RBC) sickle cell screen using dithionite, sodium 761 

hydrosulfite;  762 

 763 

G) Wet mounts for Yeast or Trichomonas;  764 

 765 

H) Blood cholesterol;  766 

 767 

I) Blood glucose;  768 

 769 

J) Erythrocyte protoporphyrin using a hematofluorometer;  770 

 771 

K) Screening for drugs of abuse by latex agglutination or any other 772 

method which meets the simple test definition;  773 

 774 
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L) Gonorrhea limited to cultures for growth or no growth, oxidase and 775 

lactidase, Gram stain;  776 

 777 

M) Microscopic examination of pinworm preparation; and  778 

 779 

N) Strep Screening Tests: Rapid group A strep antigen tests. (Section 780 

1-103(c) of the Act)  781 

 782 

2) Any test performed (i.e., conducted and interpreted) by a physician, 783 

podiatrist or dentist for the benefit of his or her patients. (Section 1-103(c) 784 

of the Act);  785 

 786 

3) Any tests and test procedures approved by the United States Food and 787 

Drug Administration for over the counter sale.  788 

 789 

4) RPR tests for syphilis may be performed by exempt laboratories operated 790 

by local health departments under the following conditions:  791 

 792 

A) The Department has determined that the area served by the 793 

laboratory has a high incidence of early syphilis;  794 

 795 

B) The laboratory has a written procedure for the performance of RPR 796 

syphilis testing which complies with Section 450.1140 and Section 797 

450.1150(f)(l) of this Part and maintains documentation of 798 

compliance with this procedure;  799 

 800 

C) The laboratory has written procedures for training of personnel 801 

who perform the tests;  802 

 803 

D) The laboratory successfully participates in an approved proficiency 804 

testing program for syphilis serology;  805 

 806 

E) All specimens tested are submitted to a laboratory operated by the 807 

Department for confirmation of the test results; and  808 

 809 

F) The laboratory is subject to inspection by the Department and 810 

agrees to immediately cease RPR syphilis testing if the Department 811 

determines that the laboratory is not in compliance with these 812 

conditions. 813 

 814 

b) Class I Permit Laboratories as defined in Section 2-108 of the Act may perform 815 

the following tests:  816 

 817 
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1) All tests that can be performed by Exempt Laboratories;  818 

 819 

2) Any simple tests as defined in Section 450.10 (Section 2-108 of the Act); 820 

and  821 

 822 

3) Those tests or categories of tests set forth by the regulations promulgated 823 

pursuant to the Act.  The Department may give approval to a Class I 824 

permit laboratory to perform up to three tests which do not fall within the 825 

definition of a simple test, when the laboratory director submits 826 

documentation describing the purpose of each test, how it is performed, 827 

the specific training and experience of the personnel performing the test(s) 828 

and necessary quality control procedures appropriate to the test(s), and the 829 

extent of supervision provided by the laboratory director. The Department 830 

shall grant approval based upon the following criteria:  831 

 832 

A) the test(s) is unique to a specific healthcare practice and not readily 833 

available from a licensed clinical laboratory (e.g., not performed 834 

by a licensed clinical laboratory or hospital laboratory within 50 835 

miles); or  836 

 837 

B) on-site prompt results (e.g., results are required in less time than 838 

sending a specimen to a reference laboratory) are necessary for the 839 

treatment or care of the patients of the healthcare provider because 840 

of the nature of the practice. 841 

 842 

c) Class II permit Laboratories as defined in Section 2-109 of the Act may perform 843 

the following tests:  844 

 845 

1) All tests that can be performed by Exempt Laboratories;  846 

 847 

2) All tests that can be performed by the Class I laboratory as detailed in 848 

subsection (b).  849 

 850 

3) Any complex tests. 851 

 852 

d) Class III Permit Laboratories as defined in Section 2-110 of the Act may perform 853 

the following tests: 854 

 855 

Any health screening tests as defined in Section 450.1300(a). 856 

e) Licensed Clinical Laboratories as defined in Section 2-111 of the Act may 857 

perform the following tests:  858 

 859 

1) All tests that can be performed by Exempt Laboratories;  860 
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 861 

2) All tests that can be performed by the Class I laboratory as detailed in 862 

subsection (b).  863 

 864 

3) Any complex tests.  865 

 866 

(Source:  Repealed at 44 Ill. Reg. ______, effective ____________) 867 

 868 

Section 450.50  Incorporated and Referenced Materials  869 
 870 

The following materials are incorporated or referenced in this Part: 871 

 872 

a) The following State of Illinois Statutes are referenced in this Part:  873 

 874 

1) Illinois Clinical Laboratory and Blood Bank Act [210 ILCS 25]Illinois 875 

Clinical Laboratory Act (Ill. Rev. Stat. 1987, par. 621 et seq. as amended 876 

by P.A. 85-1025, effective June 30, 1988; 85-1202, effective August 25, 877 

1988; P.A. 85-1251, effective August 30, 1988.) (Section 450.10)  878 

 879 

2) Illinois Blood Bank Act (Ill. Rev. Stat. 1987, ch. 111½, pars. 601-101 et 880 

seq.) (Section 450.10 and 450.1200(a)(1))  881 

 882 

23) Illinois Dental Practice Act [225 ILCS 25](Ill. Rev. Stat. 1987, ch. 111, 883 

par. 2301 et seq.) (Section 450.10)  884 

 885 

34) Hospital Licensing Act [210 ILCS 85](Ill. Rev. Stat. 1987, ch. 111½, pars. 886 

142 et seq.) (Section 450.10, 450.30, 450.1200(a)(1), 450.1300(b)(3))  887 

 888 

45) Medical Practice Act of 1987 [225 ILCS 60](Ill. Rev. Stat. 1987, ch. 111, 889 

pars. 4401 et seq.) (Section 450.10)  890 

 891 

56) Podiatric Medical Practice Act of 1987 [225 ILCS 100](Ill. Rev. Stat. 892 

1987, ch. 111, pars. 4801 et seq.) (Section 450.10)  893 

 894 

67) Code of Civil Procedure, Article III (Administrative Review Law) [735 895 

ILCS 5/Art. III]Administrative Review Law (Ill. Rev. Stat. 1987, ch. 110, 896 

pars. 3-101 et seq.) (Section 450.40(b)(5))  897 

 898 

78) Illinois Controlled Substances Act [720 ILCS 570](Ill. Rev. Stat. 1987, ch. 899 

56½, pars. 1100 et seq.) (Section 450.10) 900 

 901 

b) The following State of Illinois Regulations are referenced in this Part:  902 

 903 
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1) Sewer Discharge Criteria (35 Ill. Adm. Code 307) 904 

(Section 450.330(d)(5))  905 

 906 

2) Standards for Owners and Operators of Hazardous Waste Treatment, 907 

Storage, and Disposal Facilities (35 Ill. Adm. Code 724) 908 

(Section 450.330(e)(4)(A))  909 

 910 

3) Solid Waste Disposal: General Provisions (35 Ill. Adm. Code 809) 911 

(Section 450.330(e)(4)(c)(i)) 912 

 913 

c) The following federal guidelinesFederal Guidelines, statutesStatutes, federal 914 

regulationsFederal Regulations, and other materials are incorporated by reference:  915 

 916 

1) Federal Regulations and Statutes: 917 

 918 

A1) 42 CFR 493, Laboratory Requirements (CLIA regulations) 919 

(October 1, 2018)42 CFR 405, Subpart M (1988) 920 

(Section 450.10)  921 

 922 

B2) 21 CFR 600-680, Biologics (April 1, 2018(1988) 923 

(Section 450.1150(g)(1))  924 

 925 

C) Health Insurance Portability and Accountability Act of 1996 926 

(HIPAA), Public Law 104-191, Title II – Preventing Health Care 927 

Fraud and Abuse; Administrative Simplification; Medical Liability 928 

Reform, Section 264 – Recommendations with Respect to Privacy 929 

of Certain Health Information (August 21, 1996), Assistant 930 

Secretary for Planning and Evaluation, Room 415F, U.S. 931 

Department of Health and Human Services, 200 Independence 932 

Avenue, SW, Washington DC 20201 933 

Also available online at: https://aspe.hhs.gov/report/health-934 

insurance-portability-and-accountability-act-1996 935 

 936 

D) 42 USC 263a, Certification of Laboratories (January 12, 2018) 937 

 938 

3) Laboratory Qualification Appraisal Personnel Form Health Care 939 

Financing Authority (HCFA) HCFA-3084-OMB No. 0938-0049 940 

(See Section 400.210(a), 450.410(b), 450.420(a), 450.430(a), 450.440(a) 941 

and 450.450(a)) 942 

 943 

2) Federal Guidelines and Other Materials: 944 

 945 

A4) GP17-A3 Clinical Laboratory Safety; Approved Guideline – Third 946 
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Edition, Clinical and Laboratory Standards Institute (CLSI) (June 947 

2012)National Committee for Clinical Laboratory Standards 948 

(NCCLS), 950 West Valley Road, Suite 2500, Wayne PA 10987 949 

Also available online at:  https://clsi.org/media/1381/ 950 

gp17a3_sample.pdf "Protection of Laboratory Workers from 951 

Infectious Disease Transmitted by Blood, Body Fluid and Tissue" 952 

Document #M29-T, Vol. 9, #1 (January 1989), 771 East Lancaster 953 

Avenue, Villanova, PA 19085 954 

 955 

5) 42 CFR 405.1317 (b)(1) (1988) 956 

 957 

B) Public Health Service Act, Subpart 2, Section 353 – Clinical 958 

Laboratories, Certification of Laboratories (1997), Public Health 959 

Law, CDC, 1600 Clifton Road, Atlanta GA 30329-4027 (Section 960 

450.10)  961 

Also available online at: https://wwwn.cdc.gov/cliac/pdf/ 962 

Addenda/cliac0910/Addendum%20C_Yost.pdf 963 

 964 

C6) Reference Volume for Human Cytogeneticists, Molecular 965 

Geneticists, Technicians, and Students for the Interpretation and 966 

Communication of Human Cytogenetic and Molecular 967 

Cytogenomic Nomenclature: ISCN 2016 − An International 968 

System for Humanof Cytogenetic Nomenclature (2016), S. Karger 969 

AG, Medical and Scientific Publishers, P.O. Box CHCh-4009 970 

Basel, (Switzerland) 1985. (See Section 450.1150(j)(3)(C)(i)) 971 

 972 

d) All incorporations by reference of federal regulations and the standards of 973 

nationally recognized organizations refer to the regulation and standards on the 974 

date specified and do not include any additions or deletions subsequent to the date 975 

specified.  976 

 977 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 978 

 979 

SUBPART B:  DIRECTORS OF CLINICAL LABORATORIES 980 

 981 

Section 450.210  Qualifications of the Director of a Clinical Laboratory  982 
 983 

A director candidate shall meet one or more options of the qualification requirements in 42 CFR 984 

493, Subpart M. 985 

 986 

a) Qualifications of Directors. Every clinical laboratory shall be under the 987 

supervision and direction of a Director who possesses one of the following 988 

qualifications. These qualifications must be documented on the Department form 989 

https://clsi.org/media/1381/
https://wwwn.cdc.gov/cliac/pdf/
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entitled "Laboratory Personnel Qualifications Appraisal". (See Section 990 

450.50(c)(3))  991 

 992 

1) The individual is a physician licensed to practice medicine in all its 993 

branches in Illinois and certified by the American Board of Pathology or 994 

the American Osteopathic Board of Pathology in clinical pathology, or 995 

who possesses qualifications which are equivalent to such certification 996 

(Board eligible).  997 

 998 

2) The individual is a physician licensed to practice medicine in all its 999 

branches in Illinois with special qualifications in the performance of the 1000 

test or tests offered by the clinical laboratory, whose training and 1001 

experience are acceptable to the Department.  1002 

 1003 

A) A physician having not less than one year of post-graduate training 1004 

in diagnostic laboratory procedures in a residency training program 1005 

approved for training purposes by the American Board of 1006 

Pathology or the American Osteopathic Board of Pathology.  1007 

 1008 

B) A physician having not less than two years of supervised 1009 

experience in an approved clinical laboratory carrying out 1010 

procedures in the field or fields or science which encompass the 1011 

program and services provided by the laboratory which this 1012 

individual will direct.  1013 

 1014 

C) To be director of a genetics laboratory, the physician shall have 4 1015 

or more years of post-graduate genetics laboratory experience in an 1016 

approved clinical laboratory.  1017 

 1018 

D) To be director of a histocompatibility laboratory, the physician 1019 

shall have 4 or more years of immunology laboratory experience in 1020 

an approved clinical laboratory, subsequent to becoming a 1021 

physician, 2 years of which have been in histocompatiblity testing.  1022 

 1023 

E) To be director of a toxicology laboratory which performs tests for 1024 

controlled substances, the physician shall have 4 or more years of 1025 

post-graduate experience in an approved clinical laboratory which 1026 

performs tests for controlled substances or have formal academic 1027 

education from an accredited institution in drug metabolism, drug 1028 

kinetics, and the use and limitations of analytical procedures used 1029 

in drug analysis.  1030 

 1031 

3) In the case of a laboratory, the principal place of business of which is 1032 
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outside the State of Illinois, the individual is a physician licensed to 1033 

practice medicine in all of its branches in that state and possesses special 1034 

qualifications in the performance of the test or tests offered by the clinical 1035 

laboratory with training and experience acceptable to the Department.  1036 

 1037 

A) A physician having not less than one year of post-graduate training 1038 

in diagnostic laboratory procedures in a residency training program 1039 

approved for training purposes by the American Board of 1040 

Pathology or the American Osteopathic Board of Pathology.  1041 

 1042 

B) A physician having not less than two years supervised experience 1043 

in an approved clinical laboratory carrying out procedures in the 1044 

field or fields of science which encompass the program and 1045 

services provided by the laboratory which this individual will 1046 

direct.  1047 

 1048 

C) To be director of a genetics laboratory, the physician shall have 4 1049 

or more years of post-graduate genetics laboratory experience in an 1050 

approved clinical laboratory.  1051 

 1052 

D) To be director of a histocompatibility laboratory, the physician 1053 

shall have 4 or more years of immunology laboratory experience in 1054 

an approved clinical laboratory, subsequent to becoming a 1055 

physician, 2 years of which have been in histocompatibility testing.  1056 

 1057 

E) To be director of a toxicology laboratory which performs tests for 1058 

controlled substances, the physician shall have 4 or more years of 1059 

post-graduate experience in an approved clinical laboratory which 1060 

performs tests for controlled substances or have formal academic 1061 

education from an accredited institution in drug metabolism, drug 1062 

kinetics, and the use and limitations of analytical procedures used 1063 

in drug analysis.  1064 

 1065 

4) The individual is a physician (i.e. physician licensed to practice medicine 1066 

in all its branches or a chiropractic physician), dentist or podiatrist 1067 

licensed in Illinois.  1068 

 1069 

5) The individual holds a degree above baccalaureate level from a college or 1070 

university acceptable to the Department, with a major in chemical or 1071 

biological sciences and has satisfied the Department of his training and 1072 

proficiency in those tests for which this license is sought.  1073 

 1074 

A) An individual who holds an earned graduate degree above the 1075 
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baccalaureate level from an accredited institution in a medical 1076 

laboratory science or with a chemical or biological science as a 1077 

major subject may direct a laboratory which requires a class I, II, 1078 

or III permit or a license, provided the individual documents that 1079 

the individual has had 3 more years of full-time clinical laboratory 1080 

training and experience in an approved clinical laboratory, 1081 

subsequent to graduation, in each area of the laboratory in which 1082 

testing is performed. The laboratory areas are 1083 

bacteriology/mycology, parasitology, virology, 1084 

immunology/serology, hematology, immunohematology, and 1085 

chemistry. Experience as a technologist in an approved clinical 1086 

laboratory which was gained prior to acquiring the graduate degree 1087 

may be substituted on an equivalency basis of 1.5 years of such 1088 

experience for every 1 year of post degree training and experience 1089 

required; and experience as a general supervisor in an approved 1090 

clinical laboratory, which was gained prior to acquiring such 1091 

degree, may be substituted on a 1-for-1 basis. Such documentation 1092 

shall be made on a form entitled "Laboratory Personnel 1093 

Qualifications Appraisal" (See Section 450.50(c)(3)).  1094 

 1095 

B) To be director of a histocompatibility laboratory, the individual 1096 

shall hold an earned doctoral degree from an accredited institution 1097 

with a chemical or biological science as a major subject and have 4 1098 

or more years of postdoctoral laboratory experience in 1099 

immunology in an approved clinical laboratory, 2 of which have 1100 

been in histocompatibility testing.  1101 

 1102 

C) To be director of a genetics laboratory, the individual shall hold an 1103 

earned doctoral degree from an accredited institution with a 1104 

chemical or biological science as a major subject and have 4 or 1105 

more years of postdoctoral genetics laboratory experience in an 1106 

approved clinical laboratory.  1107 

 1108 

D) To be director of a toxicology laboratory which performs tests for 1109 

controlled substances, the individual shall hold an earned doctoral 1110 

degree from an accredited institution with a chemical or biological 1111 

science as a major subject and have 4 or more years of post-1112 

graduate experience in an approved clinical laboratory which 1113 

performs tests for controlled substances; or have formal academic 1114 

education from an accredited institution in drug metabolism, drug 1115 

kinetics, and the use and limitations of analytical procedures used 1116 

in drug analysis.  1117 

 1118 



  JCAR770450-2003073r02 

 

 

6) An individual listed as the Director, prior to August 23, 1965, of one 1119 

clinical laboratory which was registered with the Department under the 1120 

provisions of this Act, may continue to direct one laboratory, and an 1121 

individual who directed two such laboratories simultaneously may 1122 

continue to direct two laboratories, except that the Department, upon 1123 

recommendation of the Clinical Laboratory and Blood Bank Advisory 1124 

Board , may, as a condition precedent to the issuance of an original 1125 

license hereunder, require such individual to pass a practical examination 1126 

in the event that it deems such an examination necessary to determine the 1127 

competence of the individual to direct a clinical laboratory. The 1128 

Department will not require a practical examination.  1129 

 1130 

7) The individual is a physician licensed to practice medicine in all its 1131 

branches in Illinois.  1132 

 1133 

8) To be director of a pathologic anatomy laboratory, the individual must be 1134 

a physician licensed to practice medicine in all its branches in Illinois and 1135 

certified or determined to be board eligible by the American Board of 1136 

Pathology in anatomic pathology or the American Osteopathic Board of 1137 

Pathology in anatomic pathology, or the individual is a dentist licensed in 1138 

Illinois and certified by the American Board of Oral Pathology; except 1139 

that bone marrow interpretations may be done by a hematologist who is 1140 

certified or determined to be Board eligible by the American Board of 1141 

Internal Medicine. 1142 

 1143 

b) Minimum requirements for laboratory direction and staffing. A permit or license 1144 

to operate a clinical laboratory shall be issued only if the following technical staff 1145 

are employed to provide supervision and direction during testing as required by 1146 

regulations promulgated pursuant to this Act:  1147 

 1148 

1) A class I permit requires a Director qualified under subsections (1), (2), 1149 

(4), (5), (6) or (8) of subsection (a) of this Section to provide supervision 1150 

and direction, with or without a laboratory assistant.  1151 

 1152 

2) A class II permit requires a Director qualified under subsections (1), (2), 1153 

(5), (6), (7) or (8) of subsection (a) of this Section to provide supervision 1154 

and direction, with the employment of technicians or technologists.  1155 

 1156 

3) A class III permit requires a Director qualified under subsections (1), (2), 1157 

(5), (6) or (7) of subsection (a) of this Section to provide supervision and 1158 

Direction, with the employment of laboratory assistants or technicians.  1159 

 1160 

4) A license requires a Director qualified under subsections (1), (2), (3), (5), 1161 
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(6) or (8) of subsection (a) of this Section to provide supervision and 1162 

direction, with the employment of a general supervisor if necessary to 1163 

provide supervision in the absence of the Director.  1164 

 1165 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 1166 

 1167 

Section 450.220  Operational Participation of the Director  1168 
 1169 

a) The laboratory director is responsible for the operation and administration of the 1170 

laboratory, including the employment of personnel who are qualified and 1171 

competent to perform test procedures, maintain records, and report test results 1172 

promptly, accurately and proficiently to assure compliance with applicable CLIA 1173 

Law.  1174 

 1175 

b) The laboratory director, if qualified, may perform the duties of the technical 1176 

supervisor, technical or clinical consultant, general supervisor, and testing 1177 

personnel, or delegate these responsibilities to personnel meeting the 1178 

qualifications. 1179 

 1180 

c) The laboratory director shall be accessible to the laboratory to provide onsite, 1181 

telephone or electronic consultation. 1182 

 1183 

da) The laboratory director shallmust follow the weekly schedule established in 1184 

accordance with Section 450.1110(d), except for absences due to emergencies, 1185 

illness, or professional meetings. In case of an absence for vacation or other 1186 

purposes thatwhich does not exceed 30 days, the owner shall ensure director 1187 

coverage by designating an acting director who is qualified to direct that 1188 

laboratory.  1189 

 1190 

eb) If the laboratory director is absent forIn case of an absence which is more than 30 1191 

days, the owner shall designate an acting laboratory director to direct the 1192 

laboratory in the Director's absence who meets the qualifications in 42 CFR 493, 1193 

Subpart Mset forth in Section 6-101 of the Act which are appropriate for the 1194 

permit or license held by the laboratory.  If the absence of the laboratory director 1195 

will be permanent, the owner shall immediately submit a request for a laboratory 1196 

director change to the Department.The owner shall submit to the Department 1197 

immediately after 30 days has elapsed, a personnel form for the acting director. 1198 

This individual may be the same individual designated in accordance with Section 1199 

450.220(a) or another individual. The acting director may continue to function as 1200 

director for a period of 90 days after the personnel form is received.  1201 

 1202 

c) An acting director may not serve as director for a period of time exceeding 120 1203 

days, 90 days after the personnel form was received by the Department, unless the 1204 
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owner informs the Department that the acting director is now the director.  1205 

 1206 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 1207 

 1208 

Section 450.230  Number of Laboratories Permitted to Operate  1209 
 1210 

a) The director of a clinical laboratory shall not direct more than five moderate or 1211 

high complexitythree clinical laboratories, as defined in 42 CFR 493or blood 1212 

banks. This limitation does not preclude a laboratory director from serving 1213 

additional laboratories as a technical supervisor, technical or clinical consultant, 1214 

general supervisor, or testing personnelconsultant, general supervisor, or acting 1215 

director.  1216 

 1217 

b) The director of a clinical laboratory shallmust actively participate in the activities 1218 

and programs of the clinical laboratory; therefore, attendance of brief duration 1219 

sufficing only for signature of reports or other nominal administrative duties will 1220 

not constitute compliance with Section 6-104 of the Act.  1221 

 1222 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 1223 

 1224 

SUBPART D:  QUALIFICATIONS OF PERSONNEL 1225 

 1226 

Section 450.410   General Supervisor  1227 
 1228 

In a licensed (certified) laboratory, the general supervisor shall be accessible to the laboratory to 1229 

provide on-site, telephone, or electronic consultation, and shall meet qualification requirements 1230 

in 42 CFR 493, Subpart M. 1231 

 1232 

a) Duties  1233 

In a licensed laboratory, there shall be at least one qualified director or supervisor 1234 

on the laboratory premises during all hours in which tests are performed. In the 1235 

absence of the director, the supervisor shall supervise technical personnel and 1236 

reporting of findings, perform tests requiring special scientific skills and be held 1237 

responsible for the proper performance of all laboratory procedures. During 1238 

periods of time when the laboratory is open for emergency testing only, a director 1239 

or supervisor is not required to be on the premises provided a qualified 1240 

technologist (See Section 450.420) performs the emergency tests and the director 1241 

or supervisor who is responsible for the work reviews and documents the review 1242 

of the results during the next duty period when the laboratory is open to provide 1243 

other than emergency testing or within 24 hours, whichever occurs first. An 1244 

emergency shall be determined by the physician attending the patient, and in 1245 

order to clearly indicate an emergency exists, the laboratory request form shall 1246 

include an appropriate designation such as "Stat".  1247 
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 1248 

b) An individual who meets one of the following qualifications shall qualify as 1249 

general supervisor. These qualifications must be documented on the Department's 1250 

form entitled "Laboratory Personnel Qualifications Appraisal". (See Section 1251 

450.50(c)(3)):  1252 

 1253 

1) The individual is a physician licensed to practice medicine in all of its 1254 

branches or has an earned doctoral degree from an accredited institution in 1255 

a medical laboratory science such as microbiology and clinical chemistry 1256 

and subsequent to graduation has had at least 1 year of full-time 1257 

experience in one of the laboratory specialties in an approved clinical 1258 

laboratory.  1259 

 1260 

2) The individual has a Master of Arts or Master of Science degree from an 1261 

accredited institution in a medical laboratory science such as microbiology 1262 

and clinical chemistry and subsequent to graduation has had at least 1 year 1263 

of full-time laboratory experience in an approved clinical laboratory.  1264 

 1265 

3) The individual is qualified as a medical technologist pursuant to the 1266 

provisions of Section 450.420. If the individual qualifies as a medical 1267 

technologist because the individual has successfully passed the United 1268 

States Public Health Service Exam prior to July 1, 1989, the individual has 1269 

either:  1270 

 1271 

A) an associate degree or at least 60 semester hours of academic credit 1272 

from an accredited institution, including at least 12 semester hours 1273 

in chemistry and biology courses and four years of full-time 1274 

laboratory experience in an approved clinical laboratory; or  1275 

 1276 

B) six years of experience as a medical technologist in an approved 1277 

laboratory.  1278 

 1279 

4) With respect to the specialty of diagnostic cytology, qualifies as a 1280 

supervisory cytotechnologist because the individual qualifies as a 1281 

cytotechnologist under Section 450.430(a), (b) or (c) and has had at least 4 1282 

years of full-time experience within the preceding 10 years as a 1283 

cytotechnologist in a laboratory directed by an individual qualified to 1284 

direct such a laboratory under Section 6-103 of the Act within the 1285 

preceding 10 years.  1286 

 1287 

5) With respect to the specialty of genetics, qualifies as a supervisor because 1288 

the individual meets the requirements of subsections (b)(1), (2) or (3) 1289 

above a minimum of two years of experience, except that the experience 1290 
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requirements must be in a genetics laboratory. 1291 

 1292 

c) Exception to subsections (b) (1), (2), and (3) above 1293 

An individual serving as general supervisor of a clinical laboratory on September 1294 

15, 1970 and having had at least 15 years of pertinent laboratory experience prior 1295 

to September 15, 1970 may continue to serve as supervisor of said laboratory:  1296 

provided, that a minimum of 30 semester hours credit toward a Bachelor's degree 1297 

with a chemical, physical or biological science as his major subject shall reduce 1298 

the required years of experience by 2 years, with any additional hours further 1299 

reducing the required years of experience at the rate of 15 hours for 1 year.  1300 

 1301 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 1302 

 1303 

Section 450.420  Testing PersonnelMedical Technologist  1304 
 1305 

A testing personnel candidate shall meet one or more options of the qualification requirements in 1306 

42 CFR 493, Subpart M. 1307 

 1308 

a) An individual who meets one of the following qualifications shall qualify as a 1309 

technologist. These qualifications must be documented on the Department's form 1310 

entitled "Laboratory Personnel Qualifications Appraisal". (See Section 1311 

450.50(c)(3)) 1312 

 1313 

1) The individual has an earned Bachelor's degree in medical technology 1314 

from an accredited college or university.  1315 

 1316 

2) The individual has 3 academic years of study (a minimum of 90 semester 1317 

hours or equivalent) in an accredited college or university which meets the 1318 

specific requirement for entrance into, and the successful completion of a 1319 

course of training of at least 12 months in, a school of medical technology 1320 

accredited by one of the agencies recognized by the U.S. Office of 1321 

Education for the accreditation of training programs for medical 1322 

technologists, as distinguished from training programs for medical 1323 

laboratory technicians.  1324 

 1325 

3) The individual has an earned Bachelor's degree from an accredited college 1326 

or university course of studies which meets all academic requirements for 1327 

a in one of the chemical, physical, or biological sciences and in addition at 1328 

least 1 year of clinical laboratory experience and/or training in an 1329 

approved clinical laboratory in the laboratory field or fields in which the 1330 

individual performs tests.  1331 

 1332 

4) The individual has completed 3 years (90 Semester hours or equivalent in 1333 
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quarter hours) in an accredited college or university with a distribution of 1334 

courses as shown below, and, in addition, successful experience and/or 1335 

training covering several fields of medical laboratory work of such length 1336 

(not less than 1 year), and of such quality that this experience or training 1337 

in an approved clinical laboratory in the laboratory field or fields in which 1338 

the individual performs tests. The specified courses must have included 1339 

lecture and laboratory work.  Survey courses are not acceptable.  1340 

 1341 

A) For those whose training was completed prior to September 15, 1342 

1963:  academic training must include at least 24 semester hours in 1343 

chemistry and biology courses of which not less than 9 semester 1344 

hours must have been in chemistry and must have included at least 1345 

6 semester hours in inorganic chemistry, and not less than 12 1346 

semester hours must have been in biology courses pertinent to the 1347 

medical sciences.  1348 

 1349 

B) For those whose training was completed after September 15, 1963:  1350 

academic training must include 16 semester hours in chemistry 1351 

courses which must have included at least 6 semester hours in 1352 

general chemistry and the remaining semester hours in analytical 1353 

chemistry, organic chemistry or physical chemistry and which are 1354 

acceptable toward a major in chemistry; 16 semester hours in 1355 

biology courses which are pertinent to the medical sciences and are 1356 

acceptable toward a major in biological sciences; and 3 semester 1357 

hours of mathematics.  1358 

 1359 

b) Exceptions to subsection (a) above  1360 

 1361 

1) An exception to subsection (a) may be made if  1362 

 1363 

A) The technologist was performing the duties of a medical 1364 

technologist on, or within the 5 years preceding July 1, 1966, and  1365 

 1366 

B) The technologist has had at least 10 years of pertinent clinical 1367 

laboratory experience prior to July 1, 1966,  provided, that a 1368 

minimum of 30 semester hours of credit toward a bachelor's degree 1369 

from an accredited institution with a chemical, physical, or 1370 

biological science as his major subject, or 30 semester hours in a 1371 

school of medical technology approved in accordance with 1372 

subsection (a)(2) shall reduce the required years of experience by 2 1373 

years, with any additional hours further reducing the required years 1374 

of experience at the rate of 15 hours for 1 year.  1375 

 1376 
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2) An individual who has successfully passed the United States Public Health 1377 

Service exam in order to qualify under Medicare and Medicaid as a 1378 

clinical laboratory technologist will be considered to meet the 1379 

qualifications for a medical technologist upon submission of 1380 

documentation to the Department.  1381 

 1382 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 1383 

 1384 

Section 450.430  Cytotechnologist (Repealed)  1385 
 1386 

An individual who meets one of the following qualifications shall qualify as a cytotechnologist. 1387 

These qualifications must be documented on the Department's form entitled "Laboratory 1388 

Personnel Qualifications Appraisal". (See Section 450.50(c)(3)):  1389 

 1390 

a) The individual has successfully completed 2 years (60 semester hours of 1391 

academic credit) in an accredited college or university with at least 12 semester 1392 

hours in science, 8 hours of which are in biology, and has had 12 months of 1393 

training in a school of cytotechnology accredited by one of the agencies 1394 

recognized by the U.S. Commissioner of Education; or  1395 

 1396 

b) The individual has successfully completed 2 years (60 semester hours of 1397 

academic credit) in an accredited college or university with at least 12 semester 1398 

hours in science, 8 hours of which are in biology, and has received 6 months of 1399 

formal training in a school or agency cytotechnology accredited by one of the 1400 

accrediting recognized by the U.S. Commissioner of Education and 6 months of 1401 

full/time experience in cytotechnology in a laboratory affiliated with the school of 1402 

cytotechnology; or  1403 

 1404 

c) Prior to January 1, 1969, the individual has  1405 

 1406 

1) graduated from high school  1407 

 1408 

2) completed 6 months of training in cytotechnology in a laboratory directed 1409 

by a physician certified or determined board eligible by the American 1410 

Board of Pathology in pathologic anatomy and  1411 

 1412 

3) completed 2 years of full time supervised experience in cytotechnology.  1413 

 1414 

(Source:  Repealed at 44 Ill. Reg. ______, effective ____________) 1415 

 1416 

Section 450.440  Technician (Repealed)  1417 
 1418 

An individual who meets one of the following qualifications shall qualify as a technician:  These 1419 
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qualifications must be documented on the Department's form entitled "Laboratory Personnel 1420 

Qualifications Appraisal". (See Section 450.50(c)(3)). Persons employed by a laboratory which 1421 

meets the definition of a Class II Laboratory which do not presently have the minimum 1422 

qualifications of a technician may continue to be employed by the laboratory in question until 1423 

July 1, 1992 without meeting the requirements of a technician. After July 1, 1992, all technical 1424 

persons performing laboratory testing must meet the qualifications set forth in this Part. 1425 

 1426 

a) Successful completion of 60 semester hours of academic credit including 1427 

chemistry and biology as well as a structured curriculum in medical laboratory 1428 

techniques at an accredited institution or has an associate degree based on a 1429 

course of study including those subjects from an accredited institution; or  1430 

b) High school graduate or equivalent and has completed at least 1 year in a 1431 

technician training program in a school accredited by an accrediting agency 1432 

approved by the U.S. Office of Education; or  1433 

 1434 

c) High school graduate or equivalent and has successfully completed an official 1435 

military medical laboratory procedures course of at least 50 weeks duration and 1436 

has held the military enlisted occupational specialty of Medical Laboratory 1437 

Specialist (Laboratory Technician).  1438 

 1439 

(Source:  Repealed at 44 Ill. Reg. ______, effective ____________) 1440 

 1441 

Section 450.450  Laboratory Assistant (Repealed)  1442 
 1443 

A laboratory assistant is an individual who is employed in a laboratory and meets the education 1444 

and experience requirements set forth by that laboratory director and who functions only under 1445 

the direct supervision of a director, supervisor or technologist. These requirements must be 1446 

established in writing and submitted to the Department with the Department's form entitled 1447 

"Laboratory Personnel Qualifications Appraisal" (See Section 450.50(c)(3)).  1448 

 1449 

(Source:  Repealed at 44 Ill. Reg. ______, effective ____________) 1450 

 1451 

Section 450.460  Technical Supervisor 1452 
 1453 

In a licensed (certified) laboratory, the technical supervisor shall be accessible to the laboratory 1454 

to provide on-site, telephone or electronic consultation, and shall meet one or more specific 1455 

option qualification requirements under each specialty or subspecialty of service in 42 CFR 493, 1456 

Subpart M. 1457 

 1458 

(Source:  Added at 44 Ill. Reg. ______, effective ____________) 1459 

 1460 

Section 450.470  Clinical Consultant 1461 
 1462 
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A clinical consultant candidate shall meet one or more of the options in 42 CFR 493, Subpart M. 1463 

 1464 

(Source:  Added at 44 Ill. Reg. ______, effective ____________) 1465 

 1466 

SUBPART F:  OUT OF STATE LABORATORIES 1467 

 1468 

Section 450.610  Criteria for Licensure  1469 
 1470 

Clinical laboratories located outside of Illinois shall be certified, under CLIA Law, or that state's 1471 

laboratory program, before accepting specimens referred by clinical laboratories located in 1472 

Illinois. 1473 

 1474 

a) Illinois licensure is required if clinical laboratories located outside of this state 1475 

accept specimens referred by clinical laboratories located in Illinois. 1476 

 1477 

b) Out-of-state laboratories shall:  1478 

 1479 

1) Apply for an Illinois license in the same manner as facilities located in this 1480 

State and pay the same licensee fees.  1481 

 1482 

2) Comply with all standards applicable to laboratories located in Illinois. In 1483 

cases in which the standards of practice permitted in the state in which the 1484 

laboratory is located are not in accordance with these standards, the out-1485 

of-state laboratories shall comply with these Illinois standards when 1486 

serving licensed physicians, dentists, hospitals, blood banks, or clinical 1487 

laboratories located in Illinois which are required to have a license or 1488 

permit.  1489 

 1490 

3) Submit such reports as may be required, including but not limited to 1491 

periodic reports of Illinois laboratories or blood banks referring specimens 1492 

to the out-of-state laboratory.  1493 

 1494 

4) Accept evaluation specimens referred by the Illinois Department of Public 1495 

Health or participate in evaluation of specimens in programs approved by 1496 

the Department.  1497 

 1498 

5) If located in a state which licenses clinical laboratories, must hold a 1499 

currently valid state license.  1500 

 1501 

6) Submit with each state license application, a copy of the laboratory's 1502 

current license to conduct interstate laboratory services under the Federal 1503 

Clinical Laboratory Improvement Amendments of 1988 (P.L. 100-578, 1504 

effective October 31, 1988). Such license shall be used by the Department 1505 
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to determine compliance with this Act.  1506 

 1507 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 1508 

 1509 

SUBPART G:  PROFICIENCY SURVEY PROGRAM AND 1510 

INSPECTION OF FACILITIES 1511 

 1512 

Section 450.710  Inspections  1513 
 1514 

a) All clinical laboratories required to be certified under CLIA Lawhave a license or 1515 

permit shall be open to inspection by representatives of the Department at all 1516 

reasonable times.  The premises and operation of all clinical laboratories shall be 1517 

inspected to study and evaluate the effect of the location, operation, supervision 1518 

and procedures of such facilities on the health and safety of the people of this 1519 

state.  These inspections will be made at such time as may from time to time be 1520 

determined by the Department, and may be announced or unannounced.  These 1521 

inspections may include on site review of records and reports pertaining to the 1522 

technical operations of the laboratory.  1523 

 1524 

b) The Department may submit forms, such as check lists, to be completed by the 1525 

director of the laboratory in advance of inspection. These forms may include 1526 

questions relating to the construction, sanitation, equipment, procedures, and 1527 

records which will be reviewed by the Department and will assist it in making 1528 

inspections to determine compliance with the Act and this Part.  1529 

 1530 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 1531 

 1532 

Section 450.720  Proficiency Survey Program  1533 
 1534 

Each laboratory shall enroll in a proficiency testing (PT) program that meets the criteria of 42 1535 

CFR 493, Subparts H, I, K and R.  The laboratory shall enroll in an approved program or 1536 

programs for each of the non-waived specialties and subspecialties for which it seeks 1537 

certification, and shall test the samples in the same manner as patients' specimens. 1538 

 1539 

a) The Department shall require the "demonstration of proficiency" in the 1540 

performance of each test offered by licensed or permitted clinical laboratories by 1541 

means of State-operated or State-approved proficiency testing programs. The 1542 

Department may exclude some specific tests from this requirement.  1543 

 1544 

b) Requirements for Testing Service Approval  1545 

 1546 

1) The State-approved proficiency testing service must cover all clinical 1547 

laboratory and anatomical pathology specialties and subspecialties in 1548 
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which the laboratory performs tests as they are made available and are 1549 

proven feasible for proficiency testing. One or more proficiency testing 1550 

programs can be utilized to address all tests conducted by a laboratory.  1551 

 1552 

2) The approved proficiency testing service must provide to the Department 1553 

an annual list of subscribers among Illinois laboratories authorizing the 1554 

proficiency testing service to report their proficiency test results to the 1555 

Department.  1556 

 1557 

3) The approved proficiency testing service must supply exception reports 1558 

(cumulative survey management reports-cumulative deviancy reports) 1559 

covering at least the immediately previous two years of testing and 1560 

documenting the unsatisfactory results during that minimum two year 1561 

period.  This report must be continuously updated with each new testing 1562 

period and must be made available to both the participating laboratory and 1563 

to the Department after each testing period.  1564 

 1565 

4) The approved proficiency testing service must provide at least the 1566 

following statistical parameters:  mean or median, standard deviation or 1567 

coefficient of variation, and some discussion and/or indication of accuracy 1568 

and precision.  1569 

 1570 

5) The approved proficiency testing service must document, in writing, the 1571 

bases for establishing acceptable limits of performance.  This 1572 

documentation must be supplied to the Department and to each 1573 

participating laboratory at least annually and must cover each test for 1574 

which proficiency testing is provided.  The yearly revision must include 1575 

all changes made in the criteria for acceptable performance which are to 1576 

prevail for the ensuing year.  1577 

 1578 

c) A list of the State-approved proficiency testing programs may be obtained from 1579 

the Department.  1580 

 1581 

d) The costs of such State-approved proficiency testing shall be borne by the 1582 

laboratory.  1583 

 1584 

e) The laboratory shall keep on file a copy of the results of proficiency testing for 1585 

review by the State laboratory evaluator.  1586 

 1587 

f) Requirements for Laboratory Testing  1588 

 1589 

1) The participating laboratory must test applicable materials each time they 1590 

are distributed by the approved proficiency testing service according to a 1591 
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schedule approved by the Department.  1592 

 1593 

2) Those procedures performed by the laboratory for which test materials are 1594 

provided by the approved proficiency testing service and which are not 1595 

excluded by the Department from the "demonstration of proficiency" 1596 

requirement must be proficiency tested by the participating laboratory 1597 

each time test materials are received.  1598 

 1599 

3) The participating laboratory must authorize the approved proficiency 1600 

testing service to report proficiency test results to the Department.  1601 

 1602 

4) The participating laboratory must test applicable materials only in the 1603 

laboratory to which the license and the proficiency testing requirement 1604 

applies using personnel and equipment used in that facility in providing 1605 

services.  1606 

 1607 

5) A laboratory shall be required to discontinue providing a service in a 1608 

procedure or category of procedures (hematology, chemistry, 1609 

bacteriology-mycology, parasitology, immunology-serology, 1610 

immunohematology, etc.) if:  1611 

 1612 

A) For three consecutive testing periods the laboratory fails to report 1613 

on test materials received for procedures for which the laboratory 1614 

is required to be proficiency tested; or  1615 

 1616 

B) For three consecutive testing periods the laboratory demonstrates 1617 

unsatisfactory performance in a procedure or category of 1618 

procedures.  A determination of satisfactory performance for a 1619 

procedure for a testing period shall be based upon all results being 1620 

within acceptable limits established by the proficiency testing 1621 

service for that procedure and approved by the Department. A 1622 

determination of satisfactory performance for a category of 1623 

procedures shall be based upon 75% or more of the results in that 1624 

category over three consecutive testing periods being within 1625 

acceptable limits established by the Department.  1626 

 1627 

6) A laboratory whose services have been disapproved because of 1628 

unsatisfactory performance shall be reapproved by the Department to 1629 

provide these services after meeting one of the following conditions, 1630 

provided that proficiency testing is the only problem preventing 1631 

reapproval.  1632 

 1633 

A) The laboratory results for an unsatisfactory discontinued procedure 1634 
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shall be within acceptable limits established by the proficiency 1635 

testing service for two consecutive testing periods subsequent to 1636 

the testing periods which resulted in the discontinuance of the 1637 

procedure.  The laboratory results for a disapproved category of 1638 

procedures shall have 75% or more of the results within acceptable 1639 

limits established by the proficiency testing service for two 1640 

consecutive testing periods subsequent to the testing periods which 1641 

resulted in discontinuance of the category of procedures.  1642 

 1643 

B) On-site-Testing  1644 

 1645 

i) The laboratory director may request the Department to 1646 

provide proficiency testing specimens for purposes of 1647 

retesting. The cost of such proficiency testing specimens 1648 

shall be borne wholly by the laboratory.  The Department 1649 

shall ship or cause to be shipped, hand carry or otherwise 1650 

convey to the laboratory such proficiency testing specimens 1651 

within three weeks after receipt of such request.  The 1652 

Department shall provide an on site visit by a laboratory 1653 

evaluator for the purpose of determining deficiency 1654 

correction.  1655 

 1656 

ii) Successful analysis (100% of specific analysis or 75% of 1657 

the results of a category are within acceptable limits as 1658 

established by the testing service) shall be based upon test 1659 

results of specimens similar in number and purpose to those 1660 

normally received by the laboratory where performance has 1661 

been judged unsatisfactory.  1662 

 1663 

iii) Successful analysis and site visit findings shall be used to 1664 

reapprove either a category of procedures or a given 1665 

procedure.  1666 

 1667 

g) Renewal of a license or permit may be denied for failure to maintain an 1668 

acceptable standard of proficiency in the program and services provided by a 1669 

laboratory.  1670 

 1671 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 1672 

 1673 

SUBPART H:  SPECIAL REQUIREMENTS PERTAINING 1674 

TO BLOOD BANKS (Repealed) 1675 

 1676 

Section 450.810  General (Repealed)  1677 
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 1678 

Blood banks operating in Illinois shall be licensed by the FDA under 21 CFR 600, 601, 606, 607, 1679 

610, 630 and 640. 1680 

 1681 

(Source:  Former Section repealed at 13 Ill. Reg. 11573, effective September 1, 1989; 1682 

new Section added at 44 Ill. Reg. ______, effective ____________)  1683 

 1684 

SUBPART J:  RECORDS AND REPORTS 1685 

 1686 

Section 450.1010  Necessary Records  1687 
 1688 

a) Complete records in regard to each specimen examined shall be kept on file in the 1689 

laboratory for not less than five years.  TheSuch records shall contain:  1690 

 1691 

1) Laboratory number or other identification of the specimen.  1692 

 1693 

2) The name of the person from whom the specimen was taken, except in 1694 

cases of anonymous HIV testing or of anonymous or coded premarital 1695 

syphilis testing.  The names and addresses of persons who have chosen to 1696 

have HIV testing done anonymously may not be recorded in the files, 1697 

except that any existing records referring to testing done before anonymity 1698 

was chosen may be retained without linkage to the anonymous testing.  1699 

 1700 

3) The name of the licensed physician or other authorized person, clinical 1701 

laboratory, or blood bank submitting the specimen.  1702 

 1703 

4) The date the specimen was collected and the date the specimen was 1704 

received in the laboratory.  1705 

 1706 

5) When a specimen is forwarded to another clinical laboratory for tests, the 1707 

name, the date when the specimen was forwarded to thesuch laboratory, 1708 

the date it was tested, and the date the report of the findings of the test was 1709 

received from thesuch laboratory.  1710 

 1711 

6) In case the specimen is an unsatisfactory specimen, the condition of the 1712 

specimen when received.  1713 

 1714 

7) The types and numbers of tests performed annually.  1715 

 1716 

8) The results of the test conducted by the laboratory, the method used, the 1717 

signature of the examiner.  1718 

 1719 

9) Clinical laboratory test results may be reported or transmitted to:Results 1720 
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of laboratory tests are to be reported to the referring laboratory and/or 1721 

practitioner in accordance with Sections 3-101, 7-102, and 7-103 of the 1722 

Act.  1723 

 1724 

A) The licensed physician, the patient if requested, or other 1725 

authorized person who requested the test, their designee, or both; 1726 

 1727 

B) Any health care provider who is providing treatment to the patient; 1728 

or  1729 

 1730 

C) An electronic health information exchange for the purposes of 1731 

transmitting, using, or disclosing clinical laboratory test results in 1732 

any manner required or permitted by HIPAA.  1733 

 1734 

10) No interpretation, diagnosis, prognosis, or suggested treatment shall 1735 

appear on the laboratory report form, except that a report made by a 1736 

physician licensed to practice medicine in Illinois, a dentist licensed in 1737 

Illinois, or an optometrist licensed in Illinois may include that 1738 

information. 1739 

 1740 

11) Nothing in this Part prohibits the sharing of information as authorized in 1741 

Section 2.1 of the Department of Public Health Act. (Section 7-102 of the 1742 

Act) 1743 

 1744 

b) Reports to be submitted to the Department.  1745 

A laboratory shall submit reports containing such information and data 1746 

concerning its technical operations, as may be requested by the Department.  1747 

TheseThe Department may require that such reports shall be notarized and signed 1748 

by the owner and director of the laboratory, if these are different.  1749 

 1750 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 1751 

 1752 

SUBPART K:  QUALITY CONTROL 1753 

 1754 

Section 450.1150  Quality Control System Methodologies  1755 
 1756 

a) Hematology  1757 

 1758 

1) Manual Procedures  1759 

 1760 

A) Each procedure shall be checked or recalibrated each day of use 1761 

with standards (calibrators) or reference materials covering the 1762 

range of expected values.  See Section 450.520 for checking 1763 
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dilutors and samplers.  1764 

 1765 

B) Hemoglobin –  methodology shall be calibrated monthly with 1766 

standards that cover at least three concentrations and a zero point.  1767 

 1768 

C) Hematocrit – Optimum packing time of microhematocrit 1769 

centrifuges shall be determined before being placed into use and 1770 

after major adjustments or repairs.  The speed of the 1771 

microhematocrit centrifuge shall be checked monthly. Tolerance 1772 

limits shall be established.  Timer checks shall be performed 1773 

monthly.  Tolerance limits shall be established.  1774 

 1775 

D) Red and White cell counts – The hemocytometer counting 1776 

chamber and coverslip shall be maintained in a condition that does 1777 

not interfere with cell recognition or the volume of the chamber. 1778 

Coverslips certified by the Bureau of Biological Standards shall be 1779 

used.  Counts shall be performed with certified pipettes or pipettors 1780 

whose accuracy has been determined by the manufacturer.  1781 

 1782 

E) Platelet counts – Manual platelet counts shall be performed by 1783 

counting both sides of the chamber.  Tolerance limits shall be 1784 

established.  A procedure to compare platelet results with the 1785 

differential blood film shall be established.  1786 

 1787 

F) Differential Leukocyte count – Blood smears shall be prepared and 1788 

stained by a method which produces smears in which morphologic 1789 

cell features can be evaluated.  Cellular morphology shall be 1790 

examined and platelets estimated routinely with the differential 1791 

count.  1792 

 1793 

2) Automated Procedures  1794 

 1795 

A) Particle Counting and Hemoglobin  1796 

 1797 

i) Calibration techniques shall follow the manufacturer's 1798 

specifications.  1799 

 1800 

ii) The director shall establish criteria for high and low counts 1801 

and determine the policy for verification.  Tolerance limits 1802 

shall be established for duplicate testing.  1803 

 1804 

iii) Background counts shall be performed daily on diluent and 1805 

lysing agents.  1806 
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 1807 

iv) Reference materials shall be used each, or after each run to 1808 

assess precision.  1809 

 1810 

v) Each procedure shall be checked or recalibrated each 8 1811 

hours, if the instrument is used during the 8 hour period, 1812 

with standards (calibrators) or reference materials covering 1813 

the range of expected values.  1814 

 1815 

B) Differential counts  1816 

 1817 

i) The manufacturer's specifications shall be followed with 1818 

respect to operation, calibration, and the use of reference 1819 

materials.  1820 

 1821 

ii) The director shall establish a policy for the review of all 1822 

abnormal differentials that indicate an abnormal cellular, 1823 

morphology or abnormal platelet enumeration.  1824 

 1825 

3) Coagulation studies  1826 

 1827 

A) Two levels of reference materials for prothrombin and or partial 1828 

thromboplastin times shall be used during each 8 hours when the 1829 

instrument is used, Action limits shall be established.  1830 

 1831 

B) If available commercially, two levels of reference materials shall 1832 

be included in each run for all other coagulation procedures. 1833 

Patient specimens shall be performed in duplicate and tolerance 1834 

limits established.  1835 

 1836 

b) Chemistry  1837 

See Section 450.1120 for general quality control requirements.  See Section 1838 

450.520 for checking dilutors and samplers.  1839 

 1840 

1) Manual-Automated procedures which use a Spectrophotometer or 1841 

Photometer  1842 

 1843 

A) Calibration of the optical component of each instrument shall be 1844 

done in accordance with the instrument manufacturer's 1845 

instructions.  1846 

 1847 

B) Each procedure shall be recalibrated at least every three months or 1848 

more frequently in accordance with the following:  1849 
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 1850 

i) Procedures which are linear shall include at least 3 standard 1851 

concentrations (calibrator) (unless the instrument 1852 

manufacturer specifies that 3 calibrators are not necessary 1853 

to determine procedure in linearity and calibration over the 1854 

reportable range) including one at the highest level of the 1855 

reportable range and one near the threshold (cutoff).  1856 

 1857 

ii) Procedures which are non-linear over the reportable range 1858 

shall include (unless the instrument manufacturer specifies 1859 

that procedure calibration over the reportable range can be 1860 

accomplished in another manner) a minimum of 5 standard 1861 

concentrations (calibrator).  1862 

 1863 

iii) The procedure is recalibrated when major instrument 1864 

maintenance has been performed.  1865 

 1866 

iv) The procedure is recalibrated in accordance with the 1867 

manufacturer's recommendations and when a reagent lot 1868 

number is changed.  1869 

 1870 

v) The procedure is recalibrated when the quality control 1871 

program reflects an unusual trend or the controls fall 1872 

outside acceptable limits.  1873 

 1874 

C) At a minimum, one reference material and one calibrator or two 1875 

reference materials with different concentrations shall be used for 1876 

each analyte in each run of unknown specimens, except, when 1877 

prepackaged reagent analyzers are used, one reference material and 1878 

one calibrator or two reference materials with different 1879 

concentrations shall be used once in each 24 hour period in which 1880 

the analyzer is used for that analyte.  1881 

 1882 

2) Atomic Absorption Flame Photometers  1883 

 1884 

A) The atomization rate shall be checked each day of use.  1885 

 1886 

B) Each run of unknown specimens shall include two levels of 1887 

reference materials.  1888 

 1889 

C) Calibration and operation techniques shall follow the 1890 

manufacturer's specifications.  1891 

 1892 
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D) Each procedure shall be recalibrated each day of use.  1893 

 1894 

3) Chromatography  1895 

 1896 

A) A standard (calibrator) shall be included with each batch of 1897 

unknown specimens.  1898 

 1899 

B) Calibration and operation techniques shall follow the 1900 

manufacturer's specifications.  1901 

 1902 

C) Reference materials (spiked samples) shall be included in each 1903 

batch of unknown specimens and are treated the same as 1904 

unknowns.  1905 

 1906 

4) Electrophoresis  1907 

 1908 

A) The linearity of a densitometer shall be checked each day of use.  1909 

 1910 

B) Reference materials for comparison of migration patterns and stain 1911 

intensity shall be included with each run.  1912 

 1913 

5) Ion Selective Electrode  1914 

 1915 

A) The manufacturer's recommendations shall be followed with 1916 

respect to calibration and control procedures.  1917 

 1918 

B) Reference materials shall be included with each run.  1919 

 1920 

6) Radioimmunoassay  1921 

 1922 

A) The stability of radioisotope counting equipment shall be checked 1923 

each day of use with an appropriate radioactive reference source.  1924 

Tolerance limits shall be established.  1925 

 1926 

B) Background counts shall be performed each day of use and 1927 

tolerance limits established.  1928 

 1929 

C) Each procedure shall include calibrators (standards) as 1930 

recommended by the reagent manufacturer.  1931 

 1932 

D) Reference materials shall be included with each run.  1933 

 1934 

E) The duration of the counting times shall follow the 1935 
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recommendations of the instrument manufacturer.  1936 

 1937 

7) Mass Spectrometry  1938 

 1939 

A) Mass spectrometers shall be tuned daily.  1940 

 1941 

B) Procedures for checking air leaks and determining ion ratios shall 1942 

be available and followed.  1943 

 1944 

C) Ion ratios shall be determined for each instrument and each assay if 1945 

appropriate for the instrument.  1946 

 1947 

D) If ion ranges are used, criteria shall be available for designating a 1948 

positive. 1949 

 1950 

c) Urinalysis  1951 

 1952 

1) Specific gravity equipment shall be calibrated with distilled water and one 1953 

other solution of known refractive index each day of use.  1954 

 1955 

2) Screening or qualitative chemical urinalysis shall be checked daily by use 1956 

of suitable reference materials.  1957 

 1958 

3) Calibration and the use of reference materials for equipment which utilizes 1959 

automatic readers shall follow the recommendations of the manufacturer. 1960 

 1961 

d) Bacteriology-mycology  1962 

 1963 

1) Each unit of media shall be properly labeled to indicate identity, date of 1964 

preparation-receipt and expiration date.  1965 

 1966 

2) Each batch of media shall be tested before use, or concurrently with 1967 

selected organisms, for selectivity, sterility, enrichment, and biochemical 1968 

response,. A laboratory using commercially prepared microbiological 1969 

culture media which is quality controlled in accordance with the National 1970 

Committee for Clinical Laboratory Standards (NCCLS) "Protection of 1971 

Laboratory Workers from Infectious Disease Transmitted by Blood, Body 1972 

Fluid and Tissue", need not perform quality control checks for selectivity, 1973 

enrichment and biochemical response provided that:  the laboratory has 1974 

documentation which may be provided through a media label or brochure 1975 

that the quality control practices conform to NCCLS specifications:  the 1976 

laboratory documents receipt and condition of each batch of media to 1977 

include sterility assessment by appropriate incubation and examination of 1978 
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uninoculated media and notifies the media manufacturer of quality issues 1979 

such as:  cracked Petri plates, unequal filling of plates, cracked media in 1980 

plates, hemolysis, freezing, excessive bubbles in media, contamination and 1981 

sterility. Laboratories that prepare media for satellite laboratory locations 1982 

must either perform the same quality control checks required of 1983 

commercial and manufacturers (NCCLS Standards) and furnish 1984 

documentation of media quality control checks to each location, or each 1985 

laboratory must continue to perform media checks as currently required 1986 

under 42 CFR 493.1256(e)(4)42 CFR 405.1317 (b)(1)(1988). This 1987 

exception does not apply to Campylobacter agar, chocolate agar, media for 1988 

the selective isolation of pathogenic Neisseria, Mueller Hinton media and 1989 

media used for the isolation of parasites, virus, mycoplasmas and 1990 

Chlamydia.  1991 

 1992 

3) Appropriate ATCC strains shall be available and maintained.  1993 

 1994 

4) All reagents, strips, discs, and antisera shall be properly labeled as to lot 1995 

number and expiration date and checked each day of testing with 1996 

organisms that produce positive and negative reactions.  1997 

 1998 

5) An adequate incubation system shall be used and shallmust be appropriate 1999 

for the kinds of organisms isolated and volume of work.  CO2 incubators 2000 

shall be checked daily to insure that CO2 concentration is maintained 2001 

within established tolerance limits.  2002 

 2003 

6) Flow charts may be used to indicate all steps to be employed to isolate and 2004 

identify all organisms.  2005 

 2006 

7) The daily log or worksheet shall reflect all tests and test results which lead 2007 

to the isolation and identification of all microorganisms.  2008 

 2009 

8) Staining materials shall be checked each day of use against organisms 2010 

with the expected staining characteristics.  2011 

 2012 

9) A wire loop used for quantitative tests shall be calibrated prior to placing 2013 

into use and quarterly thereafter.  2014 

 2015 

10) Agar Disc Diffusion methods:  2016 

 2017 

A) The agar disc diffusion test shall be checked with each new batch 2018 

of media and at least once each seven days with stock cultures of 2019 

Escherichia coli ATCC 25922, Staphylococcus aureus ATCC 2020 

25923, and Pseudomonas aeruginosa ATCC 27853.   Zone sizes 2021 
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shall be recorded for each antimicrobial agent.  Limits shall be 2022 

established.  2023 

 2024 

B) Petri dishes used shall have a diameter not less than 150 mm and 2025 

contain no more than 12 discs.  2026 

 2027 

C) Susceptibility tests shall be performed on pure cultures only.  2028 

 2029 

D) A barium sulfate turbidity standard shall be used for the Kirby-2030 

Bauer method.  2031 

 2032 

11) Minimum Inhibitory Concentration (MIC) Methods:  2033 

 2034 

A) The MIC test shallmust be checked with each new batch of media 2035 

and at least once each seven days with stock cultures of 2036 

Escherichia coli ATCC 25922, Staphylococcus aureus ATCC 2037 

29213, and Pseudomonas aeruginosa ATCC 27853. The MIC 2038 

values shallmust be recorded for each antimicrobial agent. 2039 

Tolerance limits shall be established.  2040 

 2041 

B) When trimethoprim-sulfamethoxazole is included in the battery of 2042 

antibiotics, Streptococcus faecalis ATCC 29212 shall also be 2043 

included as a control.  2044 

 2045 

12) Automated susceptibilitysusceptability testing systems shall follow the 2046 

quality control requirements specified by the manufacturer or at a 2047 

minimum those specified under item 11 above.  2048 

 2049 

e) Parasitology  2050 

 2051 

1) A calibrated ocular micrometer shall be available for determining the size 2052 

of ova and parasites when size is a critical factor.  2053 

 2054 

2) The laboratory shall have an atlas andand/or reference collection of 2055 

prepared slides, transparencies or gross specimens.  The collection shall 2056 

include organisms which the laboratory encounters and reports from 2057 

patient specimens.  2058 

 2059 

3) Permanent stains shall be used for the examination of intestinalintestional 2060 

protozoa and other parasites where internal structure is critical for proper 2061 

identification.  2062 

 2063 

4) Concentration methods shall be routinely employed on all stool specimens 2064 
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negative for ova and parasites by direct examination methods. 2065 

Concentration techniques shall be capable of detecting all cases of 2066 

clinically significant parasites likely to be encountered in the community.  2067 

 2068 

f) Immunology-Serology-Immunochemistry  2069 

Kits purchased for serological testing shall be used in accordance with the 2070 

manufacturer's instructions.  2071 

 2072 

1) VDRL/RPR  2073 

 2074 

A) Non-reactive, minimally reactive, and reactive reference materials 2075 

shall be included with each run.  2076 

 2077 

B) The needle delivery shall be verified within plus or minus two 2078 

drops per ml each time a new needle is used, when control patterns 2079 

cannot be reproduced, and when the antigen does not drop clearly 2080 

from the needle.  2081 

 2082 

C) The revolutions per minute of the rotator shall be checked each 2083 

week of use and be within the recommended tolerance limits.  2084 

 2085 

D) Each new lot of antigen and reference materials shall be checked 2086 

with non-reactive, weakly reactive and reactive reference materials 2087 

before being placed into use.  2088 

 2089 

E) Ambient temperature in the test area shall be maintained between 2090 

23 degrees Centigrade and 29 degrees Centigrade.  2091 

 2092 

F) The antigen for VDRL testing shall be prepared fresh each day of 2093 

use.  2094 

 2095 

2) Qualitative tests  2096 

Positive and negative controls shall be included in each run.  Each new lot 2097 

of reagents and reference materials shall be parallel checked with one of 2098 

known reactivity before being placed into use.  2099 

 2100 

3) Quantitative tests  2101 

Each quantitative test shall include with each run a negative control, where 2102 

applicable, a positive control of known titer or controls of graded 2103 

reactivity.  Each new lot of reagents and reference materials shall be 2104 

parallel checked with one of unknown reactivity before being placed into 2105 

use.  2106 

 2107 
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g) Immunohematology  2108 

 2109 

1) ABO grouping reagents and Rh typing sera shall conform to the 2110 

requirements of licensure under 21 CFR 600-680. Any facility which 2111 

produces their own products shall adhere to these same requirements.  2112 

 2113 

2) All antisera, ABO reagent red cells, anti-human globulin (Coombs) shall 2114 

be tested each day of use with a positive control.  2115 

 2116 

3) Antibody screening reagent red cells shall be tested each day of use with 2117 

at least one known antibody.  2118 

 2119 

4) All antisera except ABO antisera shall be tested each day of use with a 2120 

negative control.  2121 

 2122 

5) The reagent manufacturer's protocol for testing shall be followed.  2123 

 2124 

6) An autologous cell control is required when samples are being tested for 2125 

Rh type.  An autologous cell control is not required to accompany the Rh 2126 

type when testing donor samples.  2127 

 2128 

h) Histopathology  2129 

 2130 

1) All special stains shall be controlled by use of positive tissues.  2131 

 2132 

2) All tissue specimens shall be kept in a preservative until microscopic 2133 

examination and diagnosis have been completed by the pathologist.  2134 

 2135 

3) All stains shall be filtered prior to each day of use.  2136 

 2137 

4) All tissue processing solutions shall be changed or rotated on a regularly 2138 

scheduled basis.  2139 

 2140 

5) The quality of stains shall be evaluated daily by the director and 2141 

suboptimal stains corrected immediately.  2142 

 2143 

6) All gross tissue specimens received shallmust be properly labeled and 2144 

securely packaged so as to maintain absolute certainty of identification 2145 

throughout processing, recording and storage.  2146 

 2147 

7) Slides shallmust be identified with permanent labels and stored so they are 2148 

readily accessible.  Paraffin blocks shallmust be adequately identified, 2149 

indexed, stored in a cool place and protected against damage by heat for at 2150 
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least 2 years.  Wet tissue specimens shall be retained until a diagnosis has 2151 

been made. The slide and a copy of the report shallmust be filed for at 2152 

least 10 years.  2153 

 2154 

8) The laboratory shall request that the tissue request shall contain the name, 2155 

birthdate, name of the surgeon, clinical information and the date of 2156 

surgery. 2157 

 2158 

i) Cytogenetics  2159 

 2160 

1) Special Equipment  2161 

 2162 

A) Incubators shallmust be on special emergency lines.  2163 

 2164 

B) Laminar Flow Hoods shallmust be used (Class II).  2165 

 2166 

C) Karyotyping facilities shallmust be available with the production 2167 

of hard copies.  2168 

 2169 

2) Culture Initiation of Specimens  2170 

 2171 

A) At least two (2) containers for each patient  2172 

 2173 

B) Maximum of 1% patient failure (i.e. failure to provide a report as 2174 

defined in Section 450.1150(j)(3)), for blood, amniotic fluid and 2175 

chorionic villus samples in a period not to exceed 30 calendar 2176 

days. If in excess of 1%, the laboratory director shallmust contact 2177 

the Department and stop performing the tests until the laboratory 2178 

can demonstrate a patient failure rate of less than one percent.  2179 

 2180 

C) For other tissues higher patient failure rates are acceptable.  2181 

 2182 

i) Skin and products of conceptions:  maximum of 20% 2183 

failure in a period not to exceed 30 calendar days. If in 2184 

excess of 20%, the laboratory director shallmust contact the 2185 

Department and stop performing the tests until corrective 2186 

action is demonstrated.  2187 

 2188 

ii) Bone Marrow:  maximum of 5-10% failure in a period not 2189 

to exceed 30 calendar days. If in excess of 5-10%, the 2190 

laboratory director shallmust contact the Department and 2191 

stop performing the tests until corrective action is 2192 

demonstrated.  2193 
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 2194 

3) Analysis and Interpretation  2195 

 2196 

A) Counting Chromosomes  2197 

 2198 

i) At least 11-20 metaphases from the two containers 2199 

shallmust be counted for routine blood, amniotic fluid, 2200 

skin, products of conception, and chorionic villus 2201 

specimens.  2202 

 2203 

ii) For the Fragile-X chromosome, a minimum of 100 2204 

metaphases is required before reporting a negative result. 2205 

Control values for Fragile-X shall be maintained.  2206 

 2207 

iii) If a clinically significant hypermodal metaphase or a 2208 

structurally abnormal chromosome is detected, 20 2209 

additional cells (or 10 additional centers) in each of the two 2210 

cultures shallmust be analyzed.  2211 

 2212 

iv) If 2 clinically significant hypomodal metaphases are 2213 

detected, repeat steps in subsection (3)(A)(iii).  2214 

 2215 

B) Karyotypes  2216 

 2217 

i) A 400 band resolution is minimum.  2218 

 2219 

ii) At least two (2) banded karyotypes (hard copies) shallmust 2220 

be prepared for routine bloods, amniotic fluids, chorionic 2221 

villus specimens, skins, and products of conception.  2222 

 2223 

iii) For bone marrows, at least 25 metaphases shallmust be 2224 

photographed and analyzed. A minimum of 20 cells shall 2225 

be analyzed for the presence of the Philadelphia 2226 

chromosome and other markers for chronic myelogenous 2227 

leukemia.  2228 

 2229 

C) Reporting and Interpretation  2230 

 2231 

i) All reports shallmust adhere to the current International 2232 

System of Cytogenetic Nomenclature.  2233 

 2234 

ii) All abnormal findings should be accompanied by a 2235 

recommendation to consult a Geneticist.  2236 



  JCAR770450-2003073r02 

 

 

 2237 

D) Documentation  2238 

 In addition to other documentation required for any laboratory, 2239 

documentation of power failure, failure rate, contamination, 2240 

labeling discrepancy, poor or no growth, poor slide quality, 2241 

interpretive dilemmas, and diagnostic errors shall be maintained.  2242 

 2243 

4) Archives  2244 

Retention of adequate slides, films, hard copies and reports in order to re-2245 

analyze any cases challenged, shall be in accordance with the State statute 2246 

of limitations. 2247 

 2248 

j) Toxicology – Controlled Substances (Drugs of Abuse)  2249 

Laboratories which perform tests for controlled substances shall meet all pertinent 2250 

requirements of the Act and regulations. In addition, the following items shall 2251 

apply to toxicology laboratories.  2252 

 2253 

1) The laboratory shall demonstrate proficiency as required under Section 2254 

450.720, except, the laboratory shallmust discontinue providing 2255 

confirmatory testing if for two consecutive testing periods the laboratory 2256 

either fails to report results for confirmatory testing or for two consecutive 2257 

testing periods the laboratory fails to confirm the presence of any 2258 

substance in any proficiency testing specimen or on one occasion falsely 2259 

confirms and reports the presence of substancesa substance(s) not in the 2260 

test specimen. Reinstatement to offer confirmatory testing shall require 2261 

errorless performance in two subsequent proficiency testing surveys.  2262 

 2263 

2) The director shall provide in house confirmatory testing of specimens 2264 

whenever initial screening shows the presence of controlled substances. 2265 

The confirmatory testing shall use different principles of chemistry and be 2266 

at least as sensitive as the testing used for screening purposes. Drug 2267 

screening may be performed on-site with confirmatory testing at a licensed 2268 

laboratory or licensed toxicology laboratoryClass II Permit as authorized 2269 

under Section 2-109 of the Act, Licensed Laboratory, or Licensed 2270 

Toxicology Laboratory.  2271 

 2272 

3) The director shall develop a written program to maintain control and 2273 

accountability from receipt of specimens until results are reported. In 2274 

addition to other requirements of Section 450.140, requirements for 2275 

segregation of these samples from other specimens received in the 2276 

laboratory and the process for checking specimens for adulteration upon 2277 

receipt in the laboratory, shall be stated.  2278 

 2279 
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34) Reports from the laboratory shall include limits of detection (LOD) for 2280 

methods utilized and identify the method used to confirm positive 2281 

screening results. Only specimens confirmed positive shall be reported 2282 

positive for a specific drug or metabolites.  2283 

 2284 

45) Each analytical run of specimens shall have at least three reference 2285 

specimens including:  a specimen containing no drug or metabolites; a 2286 

specimen with a known amount of standard at or near the threshold 2287 

(cutoff), and one additional reference specimen. Documentation that 2288 

currently used methodology does not allow carryover to contaminate the 2289 

testing of a subject's specimen, shall be maintained. A minimum of 10 2290 

percent of all test samples analyzed per batch shall be a mixture of 2291 

reference specimens indicated in this subsection (j)(4)above.  2292 

 2293 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 2294 

 2295 

SUBPART M:  HEALTH SCREENING 2296 

 2297 

Section 450.1300  Health Screening and Approved Health Screening Tests  2298 
 2299 

a) All health screenings shall be conducted under a protocol approved by a 2300 

physician licensed to practice medicine in all its branches that includes, but is not 2301 

limited to, provisions concerning disclosure of the purpose and limitations of the 2302 

screening tests to test subjects, proper collection of samples, and administration 2303 

of tests, including staffing, staff training and equipment monitoring, adequate 2304 

procedures for protecting the confidentiality of test subjects and test results, and 2305 

appropriate referrals for medical attention."Health Screening" means the 2306 

performance of any of the following tests for the purpose of assessing a phase of 2307 

the general state of health of human subjects (Section 2-120(a)2-102.1 of the 2308 

Act):  2309 

 2310 

1) Blood total cholesterol testing by finger stick method, and  2311 

 2312 

2) Blood glucose testing by finger stick method. 2313 

 2314 

b) Health screening protocols in this Part shall be exempt from the provisions of 2315 

Sections 7-101 and 7-102 of the Act.  (Section 2-120(b) of the Act)Health 2316 

screening activities may only be conducted by the following entities:  2317 

 2318 

1) Laboratories which only perform health screenings on a not-for-profit or 2319 

free-of-charge basis.  Not-for-profit or free-of-charge basis means 2320 

screenings performed for a fee calculated to recover the actual cost of the 2321 

test material and equipment and direct labor costs, excluding any cost 2322 
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associated with test interpretation or other administrative costs or with no 2323 

direct cost to the recipient;  2324 

 2325 

2) Licensed or permitted laboratories; and  2326 

 2327 

3) Licensed Hospital laboratories which are exempt from regulation under 2328 

the Act and not precluded from such activities under the Hospital 2329 

Licensing Act. (Section 2-102.1(a)(3) and (b) of the Act) 2330 

 2331 

c) Any entities which conduct more than one health screening event per calendar 2332 

year shall file established protocols with the Department in accordance with the 2333 

provisions of this Subpart.  A health screening event, as used in this Section, shall 2334 

mean any day or continuous series of days not exceeding five on which health 2335 

screening activities are conducted in the same location other than the principal 2336 

location of the laboratory such as a health fair.  Tests listed as health screening 2337 

tests may be conducted at the principal location of the laboratory without the 2338 

protocol required by this Subpart.  (Section 2-102.1(a)(2) of the Act). Class III 2339 

permit laboratories must submit a protocol regardless of where the health 2340 

screening is conducted. 2341 

 2342 

cd) AGENCY NOTE:  Health screening tests shallshould not be used as diagnostic 2343 

tests.  2344 

 2345 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________)  2346 

 2347 

Section 450.1310  Protocol for Conducting Health Screening  2348 
 2349 

a) Any entity thatwhich performs health screening shall establish a protocol for 2350 

health screening activities thatwhich is approved by a physician licensed to 2351 

practice medicine in all its branches.  (Section 2-120(a) of the Act)(Section 2-2352 

102.1(a)(1) of the Act) 2353 

 2354 

b) The protocol for conducting the health screening shall:  2355 

 2356 

1) Indicateindicate the teststest(s) to be conducted;  2357 

 2358 

2) Indicateindicate the way in which results shall be reported to the test 2359 

subject, including any available oral counseling and health professional 2360 

referral program;  2361 

 2362 

3) Indicateindicate how confidentiality will be maintained with provisions 2363 

thatwhich allow testing personnel, test subject, and test subject's 2364 

representative access to the test results;  2365 
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 2366 

4) Includeinclude a written quality control program to ensureassure accurate 2367 

and precise test values as set by the physician signing the protocol and a 2368 

description of the steps to be taken if the control values fall outside 2369 

acceptable limits as set by the physician in the written quality control 2370 

program;  2371 

 2372 

5) Includeinclude the step-by-step instructions for the following:  2373 

 2374 

A) Specimenspecimen collection, handling, transport, storage and 2375 

disposal;  2376 

 2377 

B) Patientpatient preparation;  2378 

 2379 

C) Typetype and volume of specimen needed and the established 2380 

rejection criteria;  2381 

 2382 

D) Properproper specimen identification;  2383 

 2384 

E) Properproper reagent use, such as labeling, proper lot number 2385 

usage, expiration dates, and storage requirements;, and  2386 

 2387 

F) Instrumentinstrument operation and calibration in accordance with 2388 

the manufacturer's instructions;.  2389 

 2390 

6) include a detailed procedure for all quantitative methodologies, to be 2391 

performed at least once each twenty-four hours, to determine method 2392 

linearity over the reportable range of valves for each analyte and 2393 

instrument;  2394 

 2395 

67) Includeinclude directions for the use of one reference material and one 2396 

calibrator or two reference materials with different concentrations once 2397 

each 24 hour period in which the analyzer is used;  2398 

 2399 

78) Includeinclude a description of the training required of all staff conducting 2400 

specific health screening tests;  2401 

 2402 

89) Includeinclude a copy of educational materials for each individual 2403 

screening test given to each test subject;  2404 

 2405 

910) Bebe available to all health screening personnel at the test site;  2406 

 2407 

1011) Bebe sent to the Department at least 30 days prior to the initial testing date 2408 
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if more than one health screening event is conducted by that entity in a 2409 

calendar year.  TheseSuch protocols shallwill be effective for one year. An 2410 

existing protocol may be renewed by submitting to the Department a letter 2411 

from the physician who signed the protocol specifying that no changes 2412 

have been made in the protocol and that the protocol will be used for 2413 

health screenings over the next year.  This letter shallmust be submitted 2414 

within 30 days prior to the expiration of the existing protocol;  2415 

 2416 

1112) Bebe signed, dated, and approved by a physician licensed to practice 2417 

medicine in all its branches no earlier than three months prior to 2418 

submission date;  2419 

 2420 

13) include, for not-for-profit or free-of-charge operations, a statement from 2421 

the physician who signs the protocol that the education and experience of 2422 

the staff members are adequate to assure proper specimen collection, 2423 

specimen handling, instrument operation, quality assurance, record-2424 

keeping, reporting of results, and proper sanitary conditions to protect the 2425 

test subjects and the environment;  2426 

 2427 

1214) Includeinclude a copy of the document to be given to each test subject 2428 

which discloses the purpose and limitations of each individual screening 2429 

test to be conducted;  2430 

 2431 

15) state whether the testing to be conducted will be done on a not-for-profit 2432 

or free-of-charge basis or for-profit basis.  If the testing is conducted on a 2433 

not-for-profit basis, then the calculations used to determine the actual cost 2434 

of the test material and equipment must be included.  2435 

 2436 

1316) Includeinclude copies of any forms used in the course of conducting 2437 

health screening activities;  2438 

 2439 

1417) Indicateindicate how documentation and quality control items are 2440 

traceable to each individual analyte and instruments used in the health 2441 

screening process and how records shall be maintained; and  2442 

 2443 

1518) Indicateindicate how records of test subject results and documentation of 2444 

quality control items shall be maintained for two years., and  2445 

 2446 

19) document the basis for any fee charged to the recipient indicating whether 2447 

testing is being done on a for-profit or not-for-profit basis.  2448 

 2449 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 2450 

 2451 
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Section 450.1320  Application for a Class III Permit to Conduct Health Screening 2452 

(Repealed)  2453 
 2454 

The owner of a clinical laboratory which is operated and maintained exclusively for the purpose 2455 

of conducting health screening tests by a person, corporation, organization, association or 2456 

group which provides health screening services in accordance with Section 2-102.1 of the Act 2457 

either directly or indirectly on a for-profit basis must obtain a permit from the Department.  2458 

Application shall be made on a form prescribed by the Department.  The application shall be 2459 

accompanied by an application fee of $200 for each such permit.  The application shall be under 2460 

oath (i.e. signed by the owner or authorized officer and notarized), the permit shall expire each 2461 

year on a date specified on the permit, and the application shall contain the following 2462 

information: 2463 

 2464 

a) The name and location of the owner's principal place of business; 2465 

 2466 

b) The name of the owner of such facility and of the director thereof; 2467 

 2468 

c) When the owner is a corporation the names and addresses of all persons owning 2469 

five percent or more of shares of the corporation; 2470 

 2471 

d) a completed personnel form for the director(s), the anticipated schedule of hours 2472 

for the director(s) to be at the laboratory during hours of testing, and other 2473 

laboratories directed by the director(s); 2474 

 2475 

e) a description of the program and services provided by such clinical laboratory; 2476 

 2477 

f) The name of the laboratory assistant(s) or technician(s) employed and a 2478 

completed personnel form for each laboratory assistant or technician; 2479 

 2480 

g) the name of the person(s) who is in charge of the total laboratory operation at the 2481 

test site and a personnel form(s) for that person; 2482 

 2483 

h) a statement signed by the director indicating that the person in charge of the total 2484 

laboratory operation at the test site has the education and training necessary to 2485 

assure proper specimen collection, specimen handling, instrument operation, 2486 

recordkeeping, reporting of results to assure confidentiality of test subjects and 2487 

results, and proper sanitary conditions to protect the test subjects and 2488 

environment; 2489 

 2490 

i) an explanation of the location where all equipment and supplies are kept when not 2491 

at the test site and the location where all records are kept relating to the laboratory 2492 

operations at the test sites; and 2493 

 2494 
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j) a copy of the physician approved protocol.  2495 

 2496 

(Source:  Repealed at 44 Ill. Reg. ______, effective ____________) 2497 

 2498 

Section 450.1330  Reporting and Notification  2499 
 2500 

a) All health screening entities shall file a protocol with the Department in 2501 

accordance with Subpart M of this Part. 2502 

 2503 

b) All health screening entities shall notify the Department of all health screening 2504 

sites, including street address, city, zip code and any other identifying data that 2505 

are available, at least seven days prior to any health screening event. 2506 

 2507 

c) All health screening entities shall notify the Department of all personnel 2508 

anticipated to conduct any health screening event including name, professions, 2509 

training background, street address, city, zip code at least seven days prior to any 2510 

health screening event.  2511 

 2512 

(Source:  Amended at 44 Ill. Reg. ______, effective ____________) 2513 

2514 
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Section 450.APPENDIX C   Exempt, Permit, and License Requirements – An Overview 2515 

(Repealed) 2516 
 2517 

 EXEMPT 

CLASS I 

PERMIT 

CLASS II 

PERMIT 

CLASS III 

PERMIT 

HEALTH 

SCREENING 

(PROTOCOL) LICENSE 

       

ELIGIBILITY 

CRITERIA 

Single practice 

medicine, 
podiatry, dentistry 

or local health 

authority or 
designated agency 

Single practice 

medicine 

includes: 

M.D.s, D.O.s 

D.C.s [See 
Section 

450.5(b)(1)] 

Single practice 

medicine, 
podiatry, dentistry 

or local health 

authority or 
designated agency 

Single practice 

medicine includes: 

M.D.s, D.O.s 

D.C.s [See 

Section 
450.5(b)(2)] 

Owner where lab 

operated 
exclusively for  

patients of 

physicians, 
podiatrists, or 

dentists who  own 

or are employed 

by the owner or 

local health 

authority or 
designated agency 

or Class I [See 

Section 
450.5(b)(3)] 

Owner where lab 

operated 
exclusively for  

health screening 

for-profit basis 
either directly or 

indirectly 

[See Section 

450.5(b)(4)] 

Any laboratory 

[See Section 
450.1300(b)]  

Owner to operate 

lab to accept 
specimens from 

any persons 

authorized to 
submit such 

specimens [See 

Section 

450.5(b)(5)] 

DIRECTOR None M.D., D.O., 

D.D.S., D.P.M., 
D.C., Ph.D., M.S., 

or Grandfathered 
who meets 

regulations [See 

Section 
450.210(b)(1)] 

M.D., D.O., Ph.D., 

M.S., or 
Grandfathered 

who meets 
regulations [See 

Section 

450.210(b)(2)] 

M.D., D.O., 

Ph.D., M.S., or 
Grandfathered 

who meets 
regulations [See 

Section 

450.210(b)(3)] 

Non-profit testing 

no requirements 
except a protocol 

For-profit testing 
Class III permit 

M.D., D.O., 

Ph.D., M.S., or 
Grandfathered 

who meets 
regulations [See 

Section 

450.210(b)(4)] 

PERSONNEL 

OTHER THAN 

DIRECTOR 
(Minimum) 

None Laboratory 

assistant, if any 

[See Section 
450.210(b)(1)] 

Technician or 

Technologist  

[See Section 
450.210(b)(2)] 

Technician or 

Laboratory 

Assistant [See 
Section 

450.210(b)(3)] 

None General 

supervisor (if 

director not 
present full time) 

[See Section 

450.210(b)(4) 

FEES None Annual 

Initial $50 

Renewal $25 

Annual 

Initial $100 

Renewal $50 

Annual 

Initial $200 

Renewal $100 

None Annual 

Initial $300 

Renewal $150 

INSPECTION 

FREQUENCY 

No mandated 

inspection 

No mandated 

inspection 

At least every 2½ 

years 

At least every 2 

years 

No mandated 

inspection 

At least annually 

PROFICIENCY 

TESTING 

None Required for tests 

offered [See 
Section 450.720] 

Required for tests 

offered [See 
Section 450.720] 

Required for tests 

offered [See 
Section 450.720] 

None Required for tests 

offered [See 
Section 450.720] 

TEST 

PERMISSIBLE 

List of minor tests 

[See Section 

450.35(a)] 

Minor and simple 

tests [See Section 

450.35(b)] 

Minor, simple and 

complex test [See 

Section 450.35(c)] 

Cholesterol and 

glucose [See 

Sections 
450.35(d) and 

450.1300(a)] 

Cholesterol and 

glucose [See 

Section 450.1300] 

Any test as long 

as Director 

qualifies [See 
Section 

450.35(e)] 

 2518 
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(Source:  Repealed at 44 Ill. Reg. ______, effective ____________) 2519 


